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U S. Medical Eligibility Criteria for Contraceptive Use, 2010 


Adapted from the World Health Organization Medical Eligibility Criteria 
for Contraceptive Use, 4th edition 


i yared 
) Ke} ( ( ) 
Summary 
CD( created U.S. Mi alcal Lhietbility Criteria for Contraceptive l se, 2010, from Guidance developed vy tine World Health 
Organization WHO and finalized the recommendations after consultation with a group of health professionals who met in 
Georgia, dui Ng keb uary Z009 This euidanee comprises recommendations for the use Of specific contraceptive MCTHOAdS 
women and men who Pave certain characteristics or medical conditions. [hr majority of the U.S. Guidance does not differ from the 
WHO guidance and covers >6OU characteristics or medical conditions. Howev . some W HO recommendatio were modified foi 
use in the nited States, including recommendations avout contraceptive use for women with venous thromboembolisn ‘ a 
wart dt 197 4 ast tye trhrataA tn; rh L rf ) R j 
MICHIE AISCASE, OVATIAIN aid uteri GAild JO POS Ald / ( “ite 
Ss > 
hyperplasia, inflammatory bowel disease, and solid o Spl tatio AT. co nendatio On lendec 
€ provide LHe OUTISE é couple Contraceptive method choice These 
recommendation ea O serve source of clink Ppealt) € provide ould co a / 


Clinical circumstances of each person see Ring family plan Servi 
Ss 


yrograms, and the scientific community as a reference when 
nrroqucTion pros 


they develop family planning guidance at the country ot pro 
In 1996, the World Health Organization (WHO) pub ; a 
Medical EI ; eram level. The United Kingdom is onc example of a country 
Viedica 


ibj ity Criteria for 

that has adapted the WHO MEC for its own us« 

( | ( undertook ad tormal process to adapt the \ | 1 ) MI ( 
at this time because the fourth edition of the WHO guidance is 


unlikely to undergo Major FeVISLONS IN the near rucure \lthough 


lished the first edition of the 
Contraceptive Use (MEC), which gave evidence-based guidance 
on the safety of contraceptive method use for women and 
men worldwide who had specific characteristics and medical 


conditions. Since that time, WHO has regularly updated its 


: : the WHO guidance is already available in the United States 
guidance on the basis of new evidence, and the WHO ME( 


through inclusion in textbooks, use by professional organizations, 
is now in its fourth edition (/) a sey : 

and incorporation into training programs, the adaptation of the 
CDC, through close collaboration with WHO, has con ‘ : 


; - guidance ensures its appropriateness for use in the United States 
tributed substantially during the last 15 years to creation of 


; metiigs and allows for further dissemination and implementation among 
WHO's global family planning guidance, which includes four 


U.S. health-care providers. Most of the U.S. guidance does not 
documents: the medical eligibility criteria for contr: iceptive 

differ from the WHO euidance and covers ypproximately 60 chat 
use, the selected practice recommendations for contraceptive 


ta ; acteristics or medical conditions. However, several changes have 
use, a decision-making tool for clients and providers, and a : 


: : been made, including adaptations of selected WHO recommenda 
global family planning handbook. This WHO euidance has % : 
tions, addition of recommendations for new medical conditions, 
been based on the best available scientific ev idewce. and CD¢ 
oe and removal of recommendations for contrac« ptive methods not 
has served as the lead for establishing that evidence base and ep 
; are currently available in the United States \ppendix 
presenting the evidence to WHO for use during its expert ; 
[his document contains recommendations for health-care 
working group meetings to create and update the guidance. 


: woviders for the safe use of contraceptive methods by women 
WHO has always intended for its global guidance to be used 


and men with various characteristics and medical conditions. It is 
by local or regional policy makers, managers of family planning 


intended to assist health-care providers when they counsel women, 


men, and couples about contraceptive method choice. These 
Corresponding preparer: Kathryn M. Curtis, PhD. Division of ; pel ges 

recommendations are meant to be a source of clinical guidance: 
Reproductive Health, CDC, MS K-34, 4770 Buford Higl v NI 
Adanta, GA 30341; Telephon 0-488-6397; Fa 0-488-639] health-care providers should always consider the individual 

inta \ icicphonc ‘ ax: | 

E-mail kme6@cde.gon clinical circumstances of each person seeking family planning 


Services. 
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Methods 


lhe process for adapting the WHO MEC for the United 
States comprised four major steps: 1) determination of the 
scope of and process for the adaptation including a small 
mecting 2) preparation and peel review of systematic reviews 
of the evidence to be used for the adaptation; 3) organization 


of a larger meeting to examine the evidence and provide input 


on the recommendations; and 4) finalization of the recom 


mendations by CD 

In June 2008, CDC held a 2-day meeting of eight key 
partners and U.S. family planning « xperts to determine the 
scope of and process for a U.S. adaptation of the WHO ME¢ 
Participants were family planning providers, who also had 


<pertise in conducting research on contraceptive safety and 
translating research « 


vidence into guidance. WH( ) guidance is 


videl) round the world including in the nited States, 


ontains approximately 1,800 separate recommendations. 


F 
In most cases, the evidence base would be the same for the 


U.S. and the WHO recommendation, and—because of the 


extensive collaboration between WHO and CDC in creatine 


nternational guidance—the process 


tor der rmining the 


re mmendations ilso WoO ild the [heretore ( 1 


etermined that the global guidance also should be the U.S. 


dance, except when a compelling reason existed for adap 


tion, and that CDC would accept the majority of WHO 
tidance for use in the United States 

During the June 2008 meeting, CDC identified specific 
VHO recommendations for which a compelling reason 


isted to consider modifi wion for the nited States because 


of the availability of new scientific evidence or the context in 


h family planning services are provided in the United 


States. CDC also identified areas in which WHO euidance 
inconsistent with current U.S. practice by contacting 
numerous professional and service organizations and individual 


providers. In addition, CDC assessed the need for idding rec- 
ndations for medical conditions not currently included 
inthe WHO MEC. [hrough this process, a list was developed 


of existing WHO recommendations to conside adapting and 


I edical conditions to consider adding to the guidance. 


\ systematic review of the scientific evidence was conducted 


tor each of the WHO recommendations considered for adap 
tation and for each of the medical conditions considered for 
iddition to the guidance. The purpose of these systematic 

was to identify direct evidence about the safety of 
ntrace ptive method us¢ by women or men) with selected 
nditions (e.g., risk for disease progression or other adverse 
Ith effects in women with rheumatoid arthritis who use 


ymbined oral cont uceptives). Information about indirect 


.g., evidence from healthy women or animal studies) 


or theoretical considerations was obtained when direct evidence 
was not available. CDC conducted systematic reviews follow 

ing standard guidelines (3,4), included thorough searches of 
PubMed and other databases of the scientific literature. and 
used the U.S. Preventive Services Task Force system to grade 
the strength and quality of the evidence (5). Each systematic 
review was peer-reviewed by two or three experts before being 
used in the adaptation process. These systematic reviews have 
been submitted for publication in peer-reviewed journals. 

For most recommendations in this document, a limited 
number of studies address the use of a specific contraceptive 
method by women with a specific condition. Therefore, within 
the WHO guidance, as well as with this U.S. adaptation of 
the guidance, most of the decisions about medical eligibility 
criteria were often necessarily based on 1) extrapolations from 
studies that primarily included healthy women, 2) theoretical 
considerations about risks and benefits, and 3) expert opinion. 
Evidence was particularly limited for newer contraceptive 
methods. The total body of evidence for each recommendation 
included evidence based on direct studies or observations of 
the contraceptive method used by women (or men) with the 
condition and may have included 1) evidence derived from 
effects of the contraceptive method used by women (or men) 
without the condition and 2) indirect evidence or theoretical 
concerns based on studies of suitable animal models, human 
laboratory studies, or analogous clinical situations. 

In February 2009, CDC held a meeting of 31 experts who 
were invited to provide their individual perspective on the 
scientific evidence presented and the discussions on poten- 
tial recommendations that followed. This group included 
obstetricians gynecologists, pediatricians, family physicians, 
nurse-midwives, nurse practitioners, epidemiologists, and 
others with expertise in contraceptive safety and provision. 
For each topic discussed, the evidence from the systematic 


review was presented; for most of the topics, an expert in the 


BOX 1. Categories of medical eligibility criteria for 
contraceptive use 


1 = Acondition for which there is no restriction for 


the use of the contraceptive method. 


2 = A condition for which the advantages of using 
the method generally outweigh the theoretical 
or proven risks. 

3 = A condition for which the theoretical or proven 
risks usually outweigh the advantages of using 
the method. 

{ \ condition that represents an unacceptable 


health risk if the contraceptive method is used. 
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specific medical condition (e.g., rheumatoid arthritis) also gave 
a brief presentation on the condition and specific issues about 
contraceptive safety. CDC gathered input from the experts 
during the meeting and finalized the recommendations in 
this document. CDC plans to develop a research agenda to 
address topics identified during the meeting that need further 


investigation. 


How to Use This Document 


[hese recommendations are intended to help health-care pro- 
viders determine the sate use of contraceptive methods among 
women and men with various characteristics and medical con 
ditions. Providers also can use the synthesis of information in 
these recommendations when consulting with women, men, 
and couples about their selection of contraceptive methods. 
The tables in this document include recommendations for the 
use of contraceptive methods by women and men with par- 
ticular characteristics or medical conditions. Each condition 
was defined as representing either an individual’s characteris 
tics (e.g., age, history of pregnancy) or a known preexisting 
medical/pathologic condition (¢ .g., diabetes and hypertension). 
Ihe recommendations refer to contraceptive methods being 
used for contraceptive purposes; the recommendations do 
not consider the use of contraceptive methods for treatment 
of medical conditions because the eligibility criteria in these 
cases may differ. Ihe conditions affecting eligibility for the 
use of each contraceptive method were classified under one of 


four categories (Box 1). 


Using the Categories in Practice 


Health-care providers can use these categories when assessing 
the safety of contraceptive method use for women and men 
with specific medical conditions or characteristics. Category 
| comprises conditions for which no restrictions exist for 
use of the contraceptive method. Classification of a method/ 
condition as Category 2 indicates the method generally can 
be used, but careful follow-up may be required. For a method 
condition classified as Category 3, use of that method usually 
is not recommended unless other more appropriate methods 
are not available or acceptable. The severity of the condition 
and the availability, practicality, and acceptability of alternative 
methods should be taken into account, and careful follow up 
will be required. Hence, provision of a method to a woman 
with a condition classified as Category 3 requires careful 
clinical judgement and access to clinical services. Category 4 
comprises conditions that represent an unacceptable health 
risk if the method is used. For example, a smoker aged <35 
years generally can use combined oral contraceptives (COCs) 


(Category 2). However, for a woman aged >35 years who 


smokes <15 cigarettes per day, the use of COCs usually is 
not recommended unless other methods are not available or 
acceptable to her (Category 3). A woman aged 235 years who 
smokes 215 cigarettes per day should not use COCs because 
of unacceptable health risks, primarily the risk for myocardial 
infarction and stroke (Category 4). [he programmatic implica 

tions of these categories may depend on the circumstances of 
particular professional or service organizations (e.g., in some 
settings, a Category 3 may mean that special consultation is 
warranted). 

[he recommendations address medical eligibility criteria for 
the initiation and continued use of all methods evaluated. The 
issue of continuation criteria is clinically relevant whenever a 
woman develops the condition while she is using the method. 
When the categories differ for initiation and continuation, 
these differences are noted in the columns /yitiation and 
Continuation. Where Initiation and Continuation are not 
denoted, the category is the same for initiation and continu 
ation of use. 

On the basis of this classification system, the eligibility crite 
ria for initiating and continuing use of a specific ¢ ontraceptive 
method are presented in tables \ppendices A—M). In these 
tables, the first column indicates the condition. Several condi 
tions were divided into subconditions to differentiate between 
varying types or severity of the condition. The second column 
classifies the condition for initiation and/or continuation into 


) 


Category 1, 2, 3, or 4. For some conditions, the numeric clas 
sification does not adequately capture the recommendation; 
in this case, the third column clarifies the numeric category. 
hese clarifications were determined during the discussions of 
the scientific evidence and the numeric classification and are 
considered a necessary element of the recommendation. The 
third column also summarizes the evidence for the recom 
mendation, where evidence exists. The recommendations for 
which no evidence is cited are based on expert opinion from 
either the WHO or U.S. expert working group meetings and 
may be based on evidence from sources other than systematic 
reviews and presented al those meetings. For selected recom- 
mendations, additional comments appear in the third column 
and generally come from the WHO or the U.S. expert working 


group participants. 


Recommendations for Use of 
Contraceptive Methods 


[he classifications for whether women with certain medical 
conditions or characteristics can use specific contraceptive 
methods are provided for combined hormonal contracep- 
tive methods, including low-dose (containing <35 yg ethi- 


nyl estradiol) combined oral contraceptive pills, combined 


; 
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hormonal patch, and combined vaginal ring (Appendix B); 
progestin-only contraceptive methods, including progestin 
only pills, depot medroxyprogesterone acetate injections, and 
etonogestrel implants (Appendix C); emergency contraceptive 
pills (Appendix D); intrauterine contraception, including the 
copper intrauterine device (IUD) and the levonorgestrel [UD 

\ppendix E); use of copper [UDs for emergency contracep 
tion (Appendix F); barrier contraceptive methods, including 
male and female condoms, spermicides, diaphragm with 
spermicide, and cervical cap (Appendix G); fertility awareness 
based methods (Appendix H); lactational amenorrhea method 


Appendix 1); 


ind male sterilization (Appendix K). Tables at the end of the 


coitus interruptus (Appendix J); and female 
document summarize the classifications for the hormonal and 
intrauterine methods (Appendix L) and the evidence about 
potential drug interactions between hormonal contraceptives 


ind antiretroviral therapies (Appendix M). 


Contraceptive Method Choice 


Many elements need to be considered by women, men, o1 
ouples at any given point in their lifetimes when choosing 
the most appropriate contraceptive method. These elements 
include safety, effectiveness, availability (including accessibil 
ity and affordability), and acceptability. The guidance in this 
document focuses primarily on the safety of a given contra 
ceptive method for a person with a particular characteristic o1 
medical condition. Therefore, the classification of ¢ ategory | 
means that the method can be used in that circumstance with 
no restrictions with regard to safety but does not necessarily 
imply that the method is the best choice for that person; other 
factors, such as effectiveness, availability, and acceptability, may 
play a key role in determining the most appropriate choice. 
Voluntary informed choice of contraceptive methods is an 

sential guiding principle, and contraceptive counseling, 
where applicable, may be an important contributor to the 
uccessful use of contrac ptive methods 

In choosing a method of contraception, the risk for sexually 
transmitted infections (STIs), including human immunodeh 


ciency virus (HI\ 


contraceptives and 1UDs are highly effective at preventing 


, also must be considered. Although hormonal 
pregnancy, they do not protect against STIs. Consistent and 
correct use of the male latex condom reduces the risk for ST1s 
6). When a male condom cannot be used properly for infection 
prevention, a female condom should be considered (7). Women 
who use contraceptive methods other than condoms should be 
ounseled about the use of condoms and the risk for STIs (7). 
Additional information about prevention and treatment of STIs 
is available from CDC's Sexually Transmitted Diseases Treatment 


Guidelines (7). 


Contraceptive Method Effectiveness 


Contraceptive method effectiveness is critically important 
in minimizing the risk for unintended pregnancy, particularly 
among women for whom an unintended pregnancy would 
pose additional health risks. The effectiveness of contraceptive 
methods depends both on the inherent effectiveness of the 
method itself and on how consistently and correctly it is used 
(Table 1). Methods that depend on consistent and correct use 


have a wide range of effectiveness. 


Unintended Pregnancy and Increased 
Health Risk 


For women with conditions that may make unintended 
pregnancy an unacceptable health risk, long-acting, highly 
effective contraceptive methods may be the best choice (Table 
1). Women with these conditions should be advised that sole 
use of barrier methods for contraception and behavior-based 
methods of contraception may not be the most appropriate 
choice because of their relatively higher typical-use rates of 
failure lable onditions included in the MEC for 
which unintended pregnancy presents an unacceptable health 


risk are identified throughout the document (Box 2). 


Keeping Guidance Up to Date 


\s with any evidence-based guidance document, a key chal- 
lenge is keeping the recommendations up to date as new scien- 
tific evidence becomes available. CDC will continue to work 
with WHO to identify and assess all new relevant evidence 
and to determine whether changes to the recommendations 
are warranted (4). In most cases, the U.S. MEC will follow any 
updates in the WHO guidance, which typically occur every 
3—4 years (or sooner if warranted by new data). However, 
CDC will review any WHO updates for their application in 
the United States. CDC also will identify and assess any new 
literature for the recommendations and medical conditions that 
are not included in the WHO guidance. CDC will completely 
review the U.S. MEC every 3—4 years as well. Updates to the 
guidance will appear on the CDC U.S. MEC website: http:// 
www.cde.gov/reproductivehealth/UnintendedPregnancy/ 
USMEC.htm. 
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TABLE 1. Percentage of women experiencing an unintended pregnancy during the first year of typical use and the first year of 
perfect use of contraception and the percentage continuing use at the end of the first year — United States 


Women experiencing an unintended pregnancy 
within the first year of use 


: Method Typical use* Perfect uset Women continuing use at 1 year‘ 
No method" 85% 35 
Spermicides 29 18 42 
Withdrawal 27 4 43 
Fertility awareness—based methods 25 51 
Standard Days method" 5 
TwoDay method™T! 4 
Ovulation method? 3 
Sponge 
Parous women 32 20 16 
Nulliparous women 16 9 57 
Diaphragm$ss 16 6 57 
Condom" 
< Female (Reality”) 21 5 49 
Male 15% 2 53 
Combined pill and progestin-only pill 8 0.3% 68 
Evra patch 8 0.3 68 
NuvaRing 8 0.3 68 
Depo-Provera x» 0.3 56 
Intrauterine device 
ParaGard” (copper T) 0.8 0.6 78 
ne Mirena® (LNG-IUS) 0.2 0.2 80 
Implanon 0.05 0.05 84 
5 Female sterilization 0.5 0.5 100 
Male sterilization 0.15 0.10 100 
Emergency contraceptive pills*** Not applicable Not applicable Not applicable 
Lactational amenorrhea methods"! Not applicable Not applicable Not applicable 
Adapted from Trussell J. Contraceptive efficacy. In Hatcher RA, Trussell J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive technology. 19th revised 
ed. New York, NY: Ardent Media; 2007. 
* Among typical couples who initiate use of a method (not necessarily for the first time), the percentage who experience an unintended pregnancy during 
ty the first year if they do not stop use for any other reason. Estimates of the probability of preqnancy during the first year of typical use for spermicides, with 
drawal, fertility awareness-based methods, the diaphragm, the male condom, the pill, and Depo-Provera are taken from the 1995 National Survey of Family 
Growth corrected for underreporting of abortion; see the text for the derivation of estimates for the other methods 
' Among couples who initiate use of a method (not necessarily for the first time) and who use it perfectly (both consistently and correctly), the percentage 
who experience an unintended pregnancy during the first year if they do not stop use for any other reason. See the text for the derivation of the estimate 
for each method 
Among couples attempting to avoid pregnancy, the percentage who continue to use a method for 1 year 
« 


The percentages becoming pregnant in the typical use and perfect use columns are based on data from populations where contraception is not used 

and from women who cease using contraception to become pregnant. Of these, approximately 89° become pregnant within 1 year. This estimate was 
e lowered slightly (to 85%) to represent the percentage who would become pregnant within 1 year among women now relying on reversible methods of 
contraception if they abandoned contraception altogether 


* Foams, creams, gels, vaginal suppositories, and vaginal film 


The TwoDay and Ovulation methods are based on evaluation of cervical mucus. The Standard Days method avoids intercourse on cycle days 8-19 
With spermicidal cream or jelly 

Without spermicides 

* Treatment initiated within 72 hours after unprotected intercourse reduces the risk for pregnancy by at least 75%. The treatment schedule is 1 dose within 
120 hours after unprotected intercourse and a second dose 12 hours after the first dose. Both doses of Plan B can be taken at the same time. Plan B (1 
dose is 1 white pill) is the only dedicated product specifically marketed for emergency contraception. The Food and Drug Administration has in addition 
declared the following 22 brands of oral contraceptives to be safe and effective for emergency contraception: Ogestrel or Ovral (1 dose is 2 
Levlen or Nordette (1 dose is 4 light-orange pills); Cryselle, Levora, Low-Ogestrel, Lo/Ovral, or Quasence (1 dose is 4 


white pills) 
white pills); Tri-Levien or Triphasil 
(1 dose is 4 yellow pills); Jolessa, Portia, Seasonale, or Trivora (1 dose is 4 pink pills); Seasonique (1 dose is 4 light blue-green pills); Empresse (1 dose 
is 4 orange pills); Alesse 


Lessina, or Levlite (1 dose is 5 pink pills); Aviane (1 dose is 5 orange pills); and Lutera (1 dose is 5 white pills) 


, 'T Lactational amenorrhea method is a highly effective temporary method of contraception. However, to maintain effective protection against pregnancy, 
another method of contraception must be used as soon as menstruation resumes, the frequency or duration of breastfeeding is reduced, bottle feeds 
are introduced, or the baby reaches 6 months of age 


Early Release May 28, 2010 
BOX 2. Conditions associated with increased risk for adverse References 
health events as a result of unintended pregnancy 1. WHO. Medical eligibility criteria for contraceptive use. 4th ed. Ge 
WHO: 2009. Available at I ' o.int/reproductivehealth/pub 
B icatk ly_pl 6388 dex. 
yeast Cancel of | Mans d Ret ( Roval Coll 
( omplicated valvular heart disease of Obst ind 
ontracc e, 200 1G. | j tv of | ily P nd 
Diabetes: insulin dep ndent: with nephropathy Reproductive Health ¢ Oo 
retinopathy neuropathy or other vascular disease; o1 3. Stroup DF, Ber INI leta lysis OF OD tional 
idies it videmiolo tor reporting. Meta-ai OF 
of ><U vears duration Observational Studies Epidemiolos MOOSE) group. JAM 
Endometrial or ovarian cancet 000;285:2008 
i. Mohllajee AP, Curtis KM, Flanagan RG, et al. Keeping up with evidenc 
Epilepsy 11 tem tor WHO d dt ly plannin lida \n 
Med 2005-28-48 3—90 
Hypertension (systolic >160 mm Hg or diastolic ig 
, 5. Harris RP. Helfand M, Woolf SH, et al. Current methods of the US 
100 mm Hg Preventive S$ last f the process. Am J] Prev Med 
1001:20:21—3 
History of bariatric surgery within the past 2 years 
6. CDC. Condom tact sheet Available at http://www.cdc.gov 
HI\ AIDS condome}itect! ne dadocs/ (Londo t sheet Briet.pdt 
Iscl ; CDC. Sexually transmitted di reatment guidelines, 2006. MMWR 
schemic heart discasc 2006:55(RR No. 11 
Malignant gestational trophoblastic disease 
Malignant liver tumors (hepatoma) and 
hepatocellular carcinoma of the liver 
eripartum cardiomyopathy 
Schistosomiasis with fibrosis of the lives 
Severe (decompensated) cirrhosis 
Sickle cell disease 
Solid organ transplantation within the past 2 years 
Stroke 
Systemic lupus erythematosus 
thrombogenic mutations 
luberculosis 
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Appendix A 


Summary of Changes to the World Health Organization Medical Eligibility 
Criteria for Contraceptive Use, 4th Edition, to Create the U.S. Medical 
Eligibility Criteria for Contraceptive Use, 2010 


The classification additions, deletions, and modifications classification changed for 21 methods or the condition descrip- 
from the World Health Organization (WHO) Medical tion underwent a major modification, WHO conditions and 
Eligibility Criteria for Contraceptive Use, 4th Edition, are recommendations appear in curly brackets. 


summarized below (Tables 1—3). For conditions for which 


BOX. Categories for Classifying Hormonal Contraceptives and Intrauterine Devices 


1 = A condition for which there is no restriction for the use of the contraceptive method. 
2 = Acondition tor which the advantages of using the method generally outweigh the theoretical or proven risks. 


3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method. 


t = A condition that represents an unacceptable health risk if the contraceptive method is used. 


H! TABLE 1. Summary of changes in classifications from WHO Medical Eligibility Criteria for Contraceptive Use, 4th edition*t 
Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD Clarification 
Breastfeeding The US Department of Health 
a. <1 mo postpartum {WHO 3° {4 2° {3} 23 {3} 2° {3} and Human Services recom 
<6 wks postpartum mends that infants be exclusively 
b. 1 mo to <6 mos {WHO: >6 2° {3} breastfed during the first 4-6 
wks to <6 mos postpartum} months of life. preferably for a 


full 6 months. Ideally. breastfeed- 
g should continue through the 
first year of life (7). {Not included 
in WHO MEC} 
Postpartum (in breastfeeding 
or nonbreastfeeding women), 
including post caesarean 
section 
a. <10 min after delivery of 2 {1 if not 
the placenta {WHO: <48 breastfeed- 
hrs, including insertion im- ing and 3 if 
mediately after delivery of breastfeeding} 
the placenta} 
b. 10 min after delivery of the 2 {3} 2{3} 
placenta to <4 wks {WHO 
>48 hrs to <4 wks} 
Deep venous thrombosis 
(DVT)/pulmonary embolism 
(PE) 
a. History of DVT/PE, not on 
anticoagulant therapy 
i. Lower risk for recurrent 3 {4} 
: DVT/PE (no risk factors) 
Acute DVT/PE 


nN 
nN 


fo) 


>. DVT/PE and established on 
anticoagulant therapy for at 
least 3 mos 


h . 
Phe 
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TABLE 1. (Continued) Summary of changes in classifications from WHO Medical Eligibility Criteria for Contraceptive Use, 


4th edition’t 


Condition 


COC/P/R POP DMPA implants LNG-IUD Cu-lUD Clarification 


Hial isk for re 2 {1} 
PE 1 k f 
Kr n thrombophilia 
pnonpid 
Acti wncer 
apy 
6 sfter 
x 
| Cance 
* History of recurrent 
rr PE 
k for ent 3° {4 2 {1 Women on anticoagulant therapy 
PE K tact 


are at risk for gynecologic com 
plications of therapy such as 
orrhagic ovarian cysts and 


2 menorrhagia. Hormonal 


yntraceptive methods can be of 
benefit ting 


vese complications. When a 


1 preventing or tr 


contraceptive method is used 
therapy, rather than solely 
prevent pregnancy, the risk 
nefit ratio may be different and 
hould be considered on a case- 
by-case basis. {Not included in 


WHO MEC} 


Valvular heart disease 


ary 1 {2) 1 {2} 
bact 
Ovarian cancer’ 1 {Initiation = 3 1 {Initiation = 3 
Continuation = 2} Continuation = 2} 
Uterine fibroids 2 {1 if no uterine 2 {1 if no uterine 
distortion and 4 if distortion and 4 if 
rine distortion uterine distortion is 
; present present 
f tions f fication changed for >1 methods or the condition description underwent a major modification, WHO conditions and recom- 
WH 1 Health Organization; COC = combined oral contraceptive; P = combined hormonal contraceptive patch: R = combined 
} POF YMPA jepot medroxyprogesterone acetate; LNG-IUD = levonorgestrel-releasing intrauterine device 
[ f t 1s thrombosis; PE = pulmonary embolism; VTE = venous thromboembolism 
it re edr ka a re jit f unintended pregnancy. 


a May 28, 2010 
a 
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TABLE 2. Summary of recommendations for medical conditions added to the U.S. Medical Eligibility Criteria for Contraceptive Use’ 


Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD Clarification 
History of bariatric surgery 


Re ve [ edure Jecrease storage 1 1 1 
jure re ) 1 1 
P/R: 1 
if te x ja 
Peripartum cardiomyopathy’ 
a. rma rim req ardiac 
Funct 4s 
f 1 1 2 ) 
b. Moderate ere e J 2 ; 
f N Kh 
1 be 
Jontinua Cor 
Rheumatoid arthritis nitiatior t tiat 
On immunosuppressive therapy 2 1 2/3 1 ¢ 1 , 1 DMPA ¢ 
) MPA use 
fied 
Not on immur uppre ve therapy y 1 y 1 1 
Endometrial hyperplasia 1 1 1 1 1 1 
Inflammatory bowel disease (IBD) /3 2 y For women with n BD . 
j + ‘ Crohn d ease factor for VTE ( P/F 
H € t 
i ve 
d 
h 
Solid organ transplantationt 
( ted: ar t e or 4 2 ? 
cr reje jraft 
J licated 2 2 2 2 W Budd 1 yuld 
P/Rt € 1 risk f 
At ms: COC ed P ed tch: R ed! 1g tir DMPA = depot 
x eron € € N¢ JID =1 e erine de € UD ¢ BL fi it j € E 
xf € risk 2Su tended pregn 
he fic f 
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TABLE 3. Summary of additional changes to the U.S. Medical Eligibility Criteria for Contraceptive Use 


Condition/Contraceptive method Change 


cmergency contraceptive pills History of bariatric surgery, rheumatoid arthritis, inflammatory bowe 
were added to Appendix D and given a Category 1 


disease, and solid organ transplantation 


ry of bariatric surgery, peripartum cardiomyopathy, rheumatoid arthritis, endometrial 


hyperplasia, inflammatory bowel disease, and solid organ transplantatior the barrier methods are classified 


yeneral, no medical conditions would absolutely restrict a person's eligibility for sterilization 
Recommendations from the World Health Organization (WHO) Medical Eligibility Criteria for Contraceptive 

Db 2¢ ettings and surgical procedures for sterilization are not included here. The guidance has 
been replaced with general text on sterilization 


Sterilization In 


her deleted items Guidance for combined injectables, levonorgestrel implants, and norethisterone enanthate has been re- 
moved because these methods are not currently available in the United Stat 


Guidance for “blood pressure measurement unavailable” and “history of hypertension, where biood pressure 
CANNOT be evaluated (including hypertension in pregnancy)” has been removed 


Jed pregnancy and increased The following conditions have been added to the WHO list of conditions that expose a woman to increased 
alth risk risk as a result of unintended pregnancy: history of bariatric surgery within the past 2 years, peripartum car- 
liomyopathy, and receiving a solid organ transplant within 2 years 
References 
Qt Vom H US Depar t Healtl 1 Humar ?. The Criteria Committee of the N York Heart Association. Nomenclature 
HHS WVashinet 1 ind criteria for diagnosis of diseases of the heart and great vessels. 9th ed 
I d Hu S () mn Wo Boston, MA: Little, Brown & ¢ 994 


Barrier methods For 6 conditions —his to 
as Category 1 
rica 
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Appendix B 


Classifications for Combined Hormonal Contraceptives 


Combined hormonal contraceptives (CHCs) include low 


dose (containing : 35, wg ethinyl estradiol [EE]}) combined oral 


contraceptives (COCs), the combined hormonal patch, and 
the combined vaginal ring. The combined hormonal patch and 
vaginal ring are relatively new contraceptive methods. Limited 
information is available about the safety of these methods 
among women with specific medical conditions. Moreover, 
epidemiologic data on the long-term effects of the combined 
hormonal patch and the vaginal ring were not available for 
review. Evidence indicates that the combined hormonal patch 


and the combined vaginal ring provide comparable safety 


and pharmacokinetic profiles to COCs with similar hormone 
formulations (/—33). Pending further studies, the evidence 
available for recommendations about COCs applies to the 
recommendations for the combined hormonal patch and vagi- 
nal ring. Therefore, the patch and ring should have the same 
categories (Box) as COCs, except where noted. The assigned 
categories should, therefore, be considered a preliminary, best 
judgement, which will be reevaluated as new data become 
available. CHCs do not protect against sexually transmitted 


infections (STIs) or human immunodeficiency virus (HIV). 


BOX. Categories for Classifying Combined Hormonal Contraceptives 


| = A condition for which there is no restriction for the use of the contraceptive method. 
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
3 = A condition tor which the theoretical or proven risks usually outweigh the advantages of using the method. 


+ = A condition that represents an unacceptable health risk if the contraceptive method is used. 


TABLE. Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 


Condition Category 


Clarifications/Evidence/Comments 


Personal Characteristics and Reproductive History 


Pregnancy Not apy Clarification: Use 
Age 
i. Menarche to <40 yr 1 Evidence: Ad 
ed 
Comment: The 
Parity 
4. Nulliparous 
Parous 1 
Breastfeeding Clarification: T 


Evidence: Clinica 


1 during the f 


Release 11 
: f COC Pp R t required. There no knowr rm to the woman. the rse of 
4 
"y for rdiova jise ¢ re es with age and might rease witt H( e. In the 
: iverse Clinica ditions, CH in be used until menopause 
‘ U.S. Department of Healt nd Huma Service ecommends that infants be exclusively 
1 mnt arn postpartum 2 continue thr 1h the first ve r of life 
MOS NOStnartin 
f to COCs during lactation: n f tent effect fant weight has been reported. Adverse healtt tcome: 
or manifestatio ex enous esi yen in infants exr edt H tt bre trmuik Nave not been 
jemonstrated (124-1 n gene th e studie ire of | f Quality, lack standard definitior f breast 
feeding or it me measure id ve not ir premature niant Theoret ncer it it 
effects of CH( nN Breast milk production are greater in the early postpartum period when milk flow is being 
established 
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 
Condition Category 


Clarifications/Evidence/Comments 


Postpartum (in nonbreastfeeding 
) Comment: Theoretical concern exists about the association between CHC use up to 3 week tpart 
i nd k for thromb« n the mother. Blood coagula € ally norr ed by 
Postabortion Clarification: COCs, P, or R may be started immediately postat 
First trir t 1 Evidence: Women who started taking COCs immediately after first trimester medica surg at 
nda not expenence more de effects adverse ny 4 
€ f lid women wh ed eptive 
ed 134-14 the immed for 
at { in ection related t 
f the ntr en e ad ng ¢ rt 1417) 
Past ectopic pregnancy 1 Comment: The risk e ectopic pregnancy ( é have had an ecto 
pregnancy in the past. CHCs protect against pregnanc ene jing e jestation 
History of pelvic surgery 
Smoking 
\gF Evidence: COC users who smoked were at increased risk { jiseases, especially myoc 
fial infarction. tt + e who did not smoke. Studies a howed € ed k fc ny lial inf 
} tes/d th increasing number of cigarettes smoked per day (14: 
Obesity 
K M Evidence: Obese women who use COCs are more likely é n who do not use COCs t 
} experience VTE. Tt at jte risk f VTE in healthy t Je mail. L ted evidence 
N € COC y ard f t 
ly we t BM ted we re 
{ the th j and the yir Af 
BM (166 The effe ene } men who weighed x 
kg: t ( found be er war k iBM 
History of bariatric surgery 
t f j j Evidence: Limited evidence demonstrated no substantial decrease in effectiveness of ora ntraceptives 
among women who underwent laparoscopic placement of an adjustable gastric band (167 
Evidence: Limited evidence demonstrated no substantial decrease in effectiveness of oral contraceptive 
mona wor nw fe ent billopancre d f € nN oF Kinet 
R 
ret eq mi } resuits of oral contrac eptive effect ver } er n unde VE 
r 169 
‘ Comment: Bariatric surg Wwolving € nent have the potential to de 
€ tiveness. pert turther decreased by ¢ toperative complications, such as 
Cardiovascular Disease 
Multiple risk factors for arte- Clarification: When a woman has multiple maior risk fact 1e iid substantial 
rial cardiovascular disease f her risk for cardiovascular disease, use of COCs. P R } 2ase her risk to an unaccept 
noking, diabete nd t evel. Howeve i simple Idition of categories for multiple risk factors is not intended: for example 
sk factors assigned a category 2 might not neces rly warrant a higher categ 
Hypertension 
j he hat he k factors exist for card j When multiple risk factors do exist 
jing ficient pertensive 
J Clarification: jequately treated for hypertension are at reduced risk for acute myocardial 
oe 1 stroke npared with untreated women. Although no data exist, COC, P. or R users with 
1dequately nirolied and monitored hypertension should be at reduced risk for acute myocardial infarction 
and strok mpared with untreated hypertensive COC, P, or R users 


ee May 28, 2010 
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 


Condition 


Category 


Clarifications/Evidence/Comments 


History of high blood pressur 
pregnancy (where current t 


sure IS easurable and 


Deep venous thrombosis (DV 
Pulmonary embolism (PE) 
History of DVT/PE 


Higher risk for recurrent DVT/PE 
er roge ciated 
DVT/PE 
e Pregnancy-a ated DVT/PE 
Idiopat DVT/PE 
¢ Known tt bor n 
ntint { irom 
e Act ince tastat 
1e ifte 
( ss x dina 
€ K te 
°H ecurrent DVT/PE 
Lower risk ent DVT/PE 
k fac ) 
Ac DVT/PE 
IVT/PE ectah ed 
gt it tt ap east 317 
Highe k ( ent DVT/PE 


e during 


inre 


Ty 


Act r t 
therapy né afte 
€ xcluding 
10 e a Sk ce 
¢ History of re rent DVT/PE 
lL € kf ecurrent DVT/PE 
factors 


rst-degree 


With prolonged immob 


Known thrombogenic mutations 


factor VI 


Leiden: prothror 


bin deficiencies) 


relatives 


uzation 


antithrom 


Superficial venous thrombosis 


se veins 


Current and history of ischemic heart 


disease 


Stroke 


accident) 


*rficial thrombophiebitis 


(history of cerebrovascular 


3 


Evidence: Among women 


Discontinuation of COC 


with h 


Evidence: Women with a hist 
higher risk for i 
‘ ed } pre ( T 
remained sm 1 
Clarification: Womer 
event prear 
Clarification: Womer rtic 
is Ne rnaqg t 
tt ely event pregna 
ne condit 


r ning 
creening 


Evidence: Among w 


thrombosis than did nonusers (17£ 


Comment: Varicose veins 


Clarification: Routine screeni 


omen w 


are 


pert 


ter nN miot 
pre weintg 
t did COC 
. 
} H 
} 
t 
[ eat 
€ hagia. H 
nef at 


reanan 
eanan 


Sk than nonusers for 


17 171~186) 
pre re yntrol (787) 
used COCs, hada 
tt history of t 


Wve 


. and VTE in this popu 


$s and the 


20-fold higher 


high cost 


risk for 


Early Release 13 
i. Systolic 140-159 mm Hg or COC users were at higher 
fiast 90-99 mm Hg strok rdial infarction, and peripher rterial disease (142,14 * 
Systolic mm Hg or diastoli 4 in women with hype mprove blood 
mm Ha 
c. Vascular disease 4 : 
| y of hight wi 
nand VT ers who did blood 
nal) absolute ardial infarctior ation 
6. 188-19 
; 
nticoagt 
yulant tt gyne mplications of therapy, suct 
2 kK i severe nal contraceptive methods can be of benefit 
j * Known thrombophilia, including mplicatic eptive method ed as a therapy, rather 
antiphospholipid syndrome the risk liffer and should be nsidered on a case-by 
agulant r gynecologic complications of therapy, such 
severe onal ¢ ntr eptive in be of benefit 
mt ath eptive method is used as a therapy, rather 
M the risk/be differ and should be considered on a case-by 
y amily history (f > vat increase the risk for DVT/PE are heritable 
1. Family h ry (it 2 at UV 
‘ e. Major surgery 
With 4 
Without prolonged immobilization 2 
i f. Minor surgery without immobilization 1 
4 is not appropriate because of the rarity of the conditions 
on: protein S, pr and - ‘ee 
protein C, and é ith thrombogenic mutations, COC users had a 2-fold to risk 
794-276) 
a. 1 ees 01 factors for DVT/PE 
b. Sup 
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 
Condition 


Category Clarifications/Evidence/Comments 


Known hyperlipidemias 


< Clarification: Routine screening is not appropriate because of the arity of tr ynditions and the high cost 
f screer Te Altho ome types of hyperlipidemia risk j ne tegory 
hould be assessed according to the type, its severity, and the esence of other card scular risk 


Valvular heart disease 


P (pul hyperter ‘ Comment: Among women with valvular heart disease, CHC use may further increase the risk for arterial 
k thrombosis; women with complicated valvular hear 2ase are at greatest risk 
te hacte end { 
Peripartum cardiomyopathy 
f midly impaired Evidence: No direct evidence exists about the safety of COCs/P/R among women 
J New York H ardiomyopathy. Limited indirect evidence from iT es of mer 
A fer fe ise sche ttack omen 1g 
COC N eart 
ht thy en retention may failure 
. I e h pe yht induce cardiac arrhythmias in healthy women 
ner th pe tum ¢ ncidence j arrhythmias 
f 
Moderate everely impaire 4 Evidence: No direct evidence exists about the safety of COCs/P/R among 
Ne KH rdiomyopatt Limited indirect evidence from n ve studie | women cardiac disease 
A jer { case yf hyperten d nsient ischer tack in women with cardiac disease using 
Nc € t fai e were reported 18) 
} DE 
1 Comment: COCs might increase fluid retention in healthy women: fluid retention may worsen heart failure 
nen with peripartur ardiomyopathy. COC juce j hmias in healthy women 
part cardiomyopathy have a high Jence j rhythmias 
Rheumatic Diseases 
Systemic lupus erythematosus (SLE) 
Pr wit E eat i risk for ischemic heart disease. stroke. and VTE egories signed to such conditions in tt hould be the same fc men with 
E f re 2d on the assumption that no othe sk fact j scular disease are pres 
{in the k 
A tt j ig lidates f ptive methods, including hormonal contraceptives (279 
k t pt 4 Evidence: Antiphospholipid antibodies are associated with a highe k for both arterial and venous throm 
tie he 3 


Rheumatoid arthritis 


py é Evidence: Limited evidence sh¢ 


ment or worsening of rheumatoid arthri- 


therar tis with se of oral contracep € 46 S gen (247) 
Neurologic Conditions 
Headaches iation Clarification: assilication depends on accurate diagn s of tt e severe headaches that are migrainous 
ind those headaches that are not. Any new headaches or marked changes in headaches should be eva 
ed for women without any other risk factors for stroke. Risk for stroke increases with age 
nd king 
d 
A Evidence: Among women with migraine, women wt id had a higher risk fe ke than did 
U vill t + 50). Women with at } AU area it 2—4 times 
® ikely to have an ischer stroke as nonusers with a history of migraine 14 1571790 4 54) 
3 
’ : Comment: Aura pecific focal neurologic symptom. For more information at 
Je ee: Headache Cla fication Subcommittee of tr ternat 11 Heada 
fication of Headache Disorders, 2nd ed. Cept yia. 2004:24(Suppl 1). Available http 
} i/ct ¢ he Il main no print.pd 
Epilepsy Clarification: if a woman is taking anticonvulsants, refer to the section on drug interactions. Certain anti- 


OC effectiveness. The extent to which P or R use imilar to COC use 


n this regard 


1A 
'+ 
b. Severe bocytopenia 2 
1. None of the above y 
remains unclear 
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3 TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 
Condition Category Clarifications/Evidence/Comments y 
Depressive Disorders 
Depressive disorders 1 Clarification: The classification is based on data for women with selected depressive disorders. No data on 2: 
bipolar disorder or postpartum depression were available. Drug interactions potentially can occur between B 
certain antidepressant medications and hormona ntraceptives 
Evidence: COC use did not increase depressive symptoms in women with depression compared with base- 
line or with nonusers with depression (255-264) 
Reproductive Tract Infections and Disorders 3 
Vaginal bleeding patterns 
1. Irregular pattern without heavy 1 Comment: Irreguiar menstrual bleeding pz are Common among healthy women ‘ 
bleeding 
t 
b. Heavy or prolonged bleeding (in- 1 Clarification: Unusually heavy bieeding should raise suspicion of a serious underlying condition . 
. 4 an . ake Evidence: A Cochrane Collaboration Review identified 1 randomized controlled trial evaluating the ef 
€ hagia did not report w ening of the id ’ any adverse events related to COC use (265) i 
Unexplained vaginal bleeding 
Before evaluation 2 cy or an unde 1g patholo condition (such as pelvic malignancy) is sus 
Comment: No conditions that cause vaginal bleeding will be worsened in the short term by use of CHCs 
Endometriosis 1 Evidence: A Cochrane Collaboration Review identified 1 randomized controlled trial evaluating the effec 
tivene f COC use compared with a gonadotropin-releasing hormone analogue in treating the symptoms 
A j Wome h endomet { t report e! f the dit y adve 
ents related to COC 6E 
Benign ovarian tumors (including cysts) 1 
Severe dysmenorrhea 1 Evidence: Risk for side effects with COC use was not higher among women with dysmenorrhea than 
mong women not using COCs. Some COC users had a reduction in pain and bleeding (267,268 
5 Gestational trophoblastic disease 
a. Decreasing or undetectable |‘\-hCG 1 Evidence: After rr nan i he of evidence f dco e did not increase 
leve the risk for postmolar trophoblastic disease {\-hCG levels rear or ers 
Persistently elevated |'-hCG levels or 1 than in nonusers (269-275). Limited evidence suggests that us¢ Corl juring chemotherapy does not 
malignant disease jnificantly affect the regre r tmola uc d € ared witt m 
; ed a nonhormona e me {or DMPA d he 
Cervical ectropion 1 Comment: Cervical ectropion t a risk factor for cerv cancer, and restriction of CHC use is 


; Cervical intraepithelial neoplasia 2 Evidence: Among women with persistent HPV infection, long-term COC use (25 years) might increase 


the rick 


fo 


quamous intraepithelial lesions found use of the vaginal ring did not worsen the condition (2 


; Cervical cancer (awaiting treatment) 2 Comment: Theoretical concern exists that CHC use might affect progr f the existing disease. While 
ting treatment men y Hi en er id ende man 
Breast Disease 
Undiagnosed mass 2 Clarification: The woman should be evaluated as early as possible 
b. Be } east disease 
Family history of cancer 1 Evidence: Women with breast cancer susceptibility genes (such as BRCA?1 and BRCA2) have a higher 
eline risk for breast cancer tt j en wit t these genes. The baseline risk f east cancer is 
} € fan € 1g e wt | have such 
: y. Howeve rt 1g vat the in risk cer among 
men with eithe ly hist yt Dre ance breast cancer susceptibility genes is modified by the 
COC 95) 
1. Breast cancer 
Current 4 Comment: Breast cancer is a hormonally sensitive tumor, and the prognosis for women with current or 
Past and no evidence of current 3 recent breast cancer might worsen with CHC use 
disease for 5 yrs 
1 
Endometrial hyperplasia 
4 1 Comment: COC use reduces the risk for endometrial cancer; whether P or R use reduces the risk for 
Endometrial cancer® endometrial cancer is not known. While awaiting treatment, women may use COCs, P, or R. In general 
; treatment of this condition renders a woman sterile 


P th low-grade 
j 7 
4 ) 
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 


Condition 


Clarifications/Evidence/Comments 


Ovarian cancer’ 


Uterine fibroids 


Peivic inflammatory disease (PID) 


T 


STis 


HIV/AIDS 


High risk for HIV 


HIV infection 


AIDS 


Other Infections 


Schistosomiasis 


4 


Tuberculosis 


Malaria 
Endocrine Conditions 


Diabetes 


{ foe 


Comment: COCs might reduce the risk for PID among women with S but do not protect 


Comment: COC e reduces the risk for ovarian cancer. whether P or R use reduces the risk for arian 
le Nhile awaiting treatment, women n R. In general. treatment of th 
fe terile 

Comment: COCs do not appear to cause growth of uterine fit j iPandRa are not expected t 


1¢ Inethe se of F R red kf [ 1 en with STI 

k ey d ect against HIV WE tST 
Evidence: Evid that chlamydial cervi« € yng COC use at higt k 
Tic th fence COC use and STI acquisition 


Evidence: The balance of the evidence sugge 
, h finding m studie nd { yt k tion e been ir r tent 
Evidence: Most studie iggest no increased risk H h hormon traceptive 
{ n CD4 ce } tnat 
H ¢ hav ¢ | T e ae ent } 
j en. One dire { e€ € € 
J i risk HIV t ssion to uninfected partne everal indirect studies reported 
nor ntraceptior re risk for HIV 1 DNA 
RNA { tract 416-4 
Clarification: Drug interactions may occur between t eptives and ARV therapy; refe he 
Evidence: Among women with uncomplicated schistosor ( j adverse effects or e 
Clarification: | woman is taking rifampicin, refer to the sect n drug interact is. Rifamp ke t 
OC effectiveness. The extent to which P or R use is similar t se in this regard remé 
Evidence: The development of noninsulin-dependant diabetes in women with a history of gestational 
fiabet t increased by use of COCs (440-447). Likewise. lipid leve pear to be unaffected by COC 
Evidence: Among women with insulin- or noninsulin-depend jiabete COC use had limited effect or 
j equirements and no effect on long-te j ated Nemogiobin levels 
tt Cr e { f j rke ere limited, and most 
hanges remained within normal values (451-460) 


d ording to the erity of the condition 


Clarification: The category should be assessed according ’ y 


wding to the severity of the condition 


Clarification: The category should be assessed ac¢ 
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Category 
Cau 
a Past Pit ning irrent risk De t HIV 
a. ent ce t nia 1 
rv T ex jing HIV and 1 
or 
toc ec evidence any clusion 
1 ; 
a. Ur me ated 1 ee 
e 4 x 
1 a 
be 
stat lisease 1 
Jere jent 
y 
jurat 


TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 


Condition Category Clarifications/Evidence/Comments 


Thyroid disorders 
Hyperthyroid 1 


Hypothyroid 
4 Gastrointestinal Conditions 


Inflammatory bowel disease (IBD) 2/3 Clarification: For women with mild IBD and no other risk factor for VTE 


j 3k facto E. the be fit f COC/P/R use 
e.g. tt e with tive or extensive disease irgery, immobilizatior ti teroid use, vitamin deficien 
r fluid depletion), the risks of COC/P/R use g eigh the benefits (Cate 


Evidence: Risk for disease relapse was not significantly higher BI : . 
t studie lid t 161-4¢ 
At } t € t r ese ns nilar t 
tl 66.4¢ yht } j 
‘ N exist tl t ed risk VTE among F h IBD using COCs/P/R. Howeve 
BD are she k ected TE f 
Gallbladder disease 
S a. Symptomat Comment: COCs, P, or R might cause a small increased risk for gallbladder disease. COCs, P, or R migt 
Treated t hole ectom vorsen existing gallbladder dise 
Ne ted 
History of cholestasis 
Pregnancy-related 2 Comment: History of pregnancy-related cholestasis might predict an increased risk for COC-related 
b. Past COC-related Comment: History of COC-related cholestasis predicts an increased risk t ent ( 
Viral hepatitis nitiation Continuation 
a. Acute or flare ’ y Clarification for initiation: The tegory should be assessed a rding to the severity of the ndit 
; se : ; Evidence: Data suggest that in women with chronic hepatit ( e dos t increase the rate or sever 
t { k 69 
ivsf ) fe 
edf e during tive 
Cirrhosis 
hild pensated 
Se € te € ed 4 
Liver tumors 
a. Benign Evidence: Limited direct evidence ygests that hormona traceptive use does not influence either 
Her na 
b. Malignant’ (hepat 4 
Anemias 
Thalassemia 1 Comment: Anecdotal evidence from « tries where th Y evale jicates that COC use d 
not worsen the condit 
Sickle cell disease 2 
lron deficiency anemia 1 Comment: CHC use may decrease menstrual blood 
Solid Organ Transplantation 
Solid organ transplantation 
a. Complicated: graft failure (acute or 4 Evidence: Limited evidence of COC and P users indicated no overall change hemical me é 
vasculopathy medical com ations, and in one case report, a woman developed cholestasis a ciated with high-dose 
COC use (4 480) 
Uncomplicated 2 Clarification: Women with Budd-Chiari syndrome should not use COC/P/R because of the increased risk 
for thromhoc 
Evidence: Limited evidence of COC and P users indicated no overall changes in biochemical measures 
However ne study reported discontir itior f COC use in 2 (8 f D¢ } a result 
medical complications, and in one case report, a woman developed cholestasis associated with high-dose 
COC use (477-480) 
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TABLE. (Continued) Classifications for combined hormonal contraceptives, including pill, patch, and ring*t 


Condition 


Category 


Clarifications/Evidence/Comments 


Drug Interactions 


Antiretroviral (ARV) therapy 


Anticonvulsant therapy 


Antimicrobial therapy 


Clarification: AR 


Clarification: Alt! 


Evidence: Use 


Clarification: 


Evidence 


Evidence: M 
Evidence: Studi 
Evidence 
Clarification 


Evidence: T! 
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A dix C 
Classifications for Progestin-Only Contraceptives 
Classifications tor progestin only contraceptives POCs) not protect against sc xually transmitted infections (STIs) o1 
include those for progestin-only pills, depot medroxyproges human immunodeficiency virus (HI\ 
terone acetate, and progestin-only implants (Box). POCs do 
BOX. Categories for Classifying Progestin-Only Contraceptives 
\ condition for which there is no restriction for the use of the contraceptive method. 
? = A condition tor which the advantages of using the method generally outweigh the theoretical or proven risks. : 
} = A condition for which the theoretical o1 proven risks usually outweigh the advantages of using the method. 
+ = A condition that represents an unacceptable health risk if the contraceptive method is used. 
TABLE. Classifications for progestin-only contraceptives, including progestin-only pills, DMPA, and implants*t ? 
Category 
Condition POP DMPA Implants Clarifications/Evidence/Comments ‘3 
Personal Characteristics and Reproductive History ‘ 
Pregnancy Not applicable Not applicable Not applicable Clarification: Use of POC j. There re 
Hov durir 
Age 
| 1 Evidence: Most studies have found that women lose ni 
1 BMD while using DMPA but regain BMD after discontinu 3 
1 ng DMPA. It is not known whether DMPA us¢ 
id ik € ass adul 
DMPA use can regain BMD 
é pause. TI yn 
en DMPA BMD d a 
sf ir effe r ive inconsistent results about the 
#f POCs other than DMPA on BMD (42-54) 
Parity 
1 ? 
Breastfeeding Clarification: The U.S. Department of Health and Human 
tpartun 2 Services recommends that infants be exclusively breastfed 
1 juring the first 4-6 months of life, preferably for a full 6 
1 { ' eding should continue th yh the 
Evidence: Despite anecdotal clinical reports that POCs 
ht d bh mill 
} nec € 
tr ) jen 
k standard d f 
€ € luded 
x 1€ D 
€ e effec na i be! 
t estin expos 


? 


TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 


Condition POP DMPA Implants Clarifications/Evidence/Comments 


Postpartum (in nonbreastfeeding 


Postabortion Clarification: POCs may be started immediately 


Asati : : Evidence: Limited evidence suggests that there are no 


NET-EN) are { after first trin este 
4 
Past ectopic pregnancy 2 1 1 Comments: POP users have a higher absolute rate of 
{ 


History of pelvic surgery 


Smoking 


35 yrs 1 1 
yarettes/da 
Obesity 
-30 kg BMI 1 


Menarche t 18 yrs and 1 2 1 Evidence: Obese adolescents wt sed DMPA were 


History of bariatric surgery’ 
Restrictive procedures: decrease 1 1 1 Evidence: Limited evidence demonstrated 1 


t pacity of the stomach jecre 
led 
i 
j j 
ja y 
b. Malabsorptive procedures } 1 1 Evidence: Limited evidence demonstrated n bst 
4 
e 
te Roux-en-Y gastri 
atic div 


Cardiovascular Disease 


Multiple risk factors for arterial é 2 Clarification: When multiple maior risk factors ex 
cardiovascular disease (such as ardiovascular disease might increase substant 


ger age. smoking, diabetes, and POC mugnt increase tne k in 
crea or 
DMPA yt f 
Hypertension 
Fora ategone i hypertens is ed on the npt nat ner 2x { urd ilar d Whe K tat rid 
K 1sease ntially. A sing ading of Od pre ire leve t ficie assif 


ely trolled ; Clarification: Wor adequate eated f perten 
nyperter n are at low k € 1 f } ist 
th ited igh no data € POC 
lequat !and red hyperten 
t kf i cardia 
stroke than a itreated hypertensive POC 


59 Ez rly Release 35 
b. 221 days 1 1 1 
: n- 
3S 
7 Norplant users by any category of baseline weight (98-10 
tantia 
ng 
tial 
} 

’) 
ested 
y 109) 

f Comment: Bariatr irgical procedures involving a mal 
postoperative comr atior icha ng-term diarrhea 
and vomiting 7 
Some 
yn inis 
ffe. tc 
ton 
exist 
a on 
is- 
n 
j 
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TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 


Condition POP 


DMPA 


Implants 


Clarifications/Evidence/Comments 


History of high blood pressure dur- 
ing pregnancy rrent 
Deep venous thrombosis (DVT) 
Pulmonary embolism (PE) 


PF 


r 
kK 
. 
if 
. 
. 
. 
p 
PE 
rie 
e K 
. 


mM 


Evidence: Limited evidence suggests that amona women 


vith hyperter n tt e wi ised POP 


Comment: Concern exists about hypo-estrogenic effects 


and reduced HDL levels, particularly among use DMPA 
However. there ttle concern about these effects with re 

gard to POF The effects of DMPA might persist for some 
time fis 


Evidence: N vidence exists on use of POCs 


among women witt ite DVT/PE. Although findings on the 
risk for venous thromt with use of POCs in otherwise 
healtt ster small increased risk is 


substantially less than that with COCs (170-112) 


Evidence: No direct evidence exists on use o 


among women with DVT/PE on anticoag 

Although findings on the risk for venous thrombosis wit 

use of POCs are ir sistent in otherwise healthy women 

any small increased risk is substantially less than that with 

Coc 1 

L ed fe € jicates that { yections of 

DMPA € ther doe 

rot sk for hematoma at the injection site 
k for heavy or irregular vaginal bleeding 

(113 


— 
y 140-159 mm Hg 1 1 
fast 99 mm Hg progestin-only 
y = HK nm rig OF . ? 2 injectables had a small increased risk for cardiovascular ; 
. ig events than did women who did not use these methods : 
(71¢ 
Te} 
< 
2 2 4 
Lowe $k ecurrent DVT 
PF k f t eet 
Zat 
not tior bed 


Vol. 59 


Early Release 


TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Condition 


Category 


POP 


DMPA 


Implants 


Clarifications/Evidence/Comments 


Known thrombogenic mutat 


(e.q.. factor V Leiden: prothrombir 
prote >. f ein U, and 
ntitt Jeficie 


Superficial venous thrombosis 
Superficial thrombophlebitis 


Current and history of ischemic 
heart disease$ 


ions$ 


Stroke (history of cerebrovascula 


accident) 


Known hyperlipidemias 


Valvular heart disease 


b. Ce ary hype 
tensio fit tai 
bacterial 
endoca 

Peripartum cardiomyopathy’ 
a. Normal or mildly impaired 
func Ne York He 
Fu s | 
{ es 1tien th iat m 
mitation of y 4) 


<6 mos 


Initia 


Continuatior 


Clarification: Routine screening is not a 


of the rarity of the conditions and the high cost of screening 


ropnate because 


Comment: Concern exists about hypo-estrogenic effect 


Comment: Concern exists about hypo-estrogenic effects 
and reduced HDL levels, particularly among users of DMPA 


However, there is little ncern about these effects wit! 


Clarification: Routine screening is not approp 


ne nditions and the 
ypes of hyperlipidemias are risk factors for vascular 


Evidence: No direct evidence exists on the safety of POC 


Comment: Progestit y implants might induce cardiac 


hmiac in healthy women: women with nerinartiun r 


} NSE t fe € hypertension 
th 1 he f ner th cardiac 
lisease using POP 1DMPA (7 17€ 


Comment: Progestin-only implants might induce cardiac 
arrhythmias in healthy women: women with peripartum car 


liomyopathy have a high incidence of cardiac arrhythmias 


: 
1 
nitiation Continuation Initiation Continuatio) 
2 3 3 2 3 and reduced HDL levels, particularly among users of DMPA 
: However, there ttle concern about these effects with re 
F yard to POPs. The effects of DMPA might persist for some 
time after discontinuation 
fe 2 3 3 2 3 
# regard to POPs. The effects of DMPA may persist for some 
: time after discontinuation 
2 2 Op riate because 
: of the rarity 
em Some types of 
lisease 
1 1 1 
; among women with peripartum cardiomyopathy. Limited in- 
hi : cardiac disease demonstrated few cases of hypertension 
“a 1 thromoboemt = and heart failure in women with cardiac 
E disease using POPs and DMPA (115,116) 
: diomyopathy have a high ir te e of cardiac arrhythmias 
4 . 1 1 1 
ii. 26 mos 1 ‘ ‘ 
ore b. Moderately or severely impaired 2 2 2 Evidence: No direct evidence exists on the safety of POCs 
a cardiac function (New York Heart among women with peripartun ardiomyopathy. Limited in 
we Association Functional Class II! or direct evidence from noncomparat tiucie f women with 
: IV: patients with marked limitation 
e of activity or patients who should 
Bids be at complete rest) (774) 
Cs 
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TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 


Condition POP 


DMPA Implants Clarifications/Evidence/Comments 


Rheumatic Diseases 


Systemic lupus erythematosus (SLE)* 


j f i VTE itegories assigned to such condit ME e the same for tr 
ut teg € ed a ption tna ( tne K ic irdiovascular disease are present 
A j ] t nt ve methods. including hormonal contracept 
iNkNOW { nitiatior Continuation Evidence: Antiphospholipid antibodies are associated 
hie 3 3 nigner risk botn artenal and venous thrombosis 
(7 
f Comment: Severe thrombocytopenia increases the risk 
dieedir POC n tre g me 
er H eve the 
ed 2 hat may be seer ation 
f DMPA j f 11-13 weeks after ad 
method in wome th severe 
thromt € t 1 be done with caution 
2 
Rheumatoid arthritis 
1 1 Clarification: DMPA use among 
2 1 corticosteroid therapy with a | 
sssif 
Otherwise, DMPA use for women with rheumatoid arthritis is 
4 tery 
Evidence: L j jence shows no consistent pattern of 
me € heumatoid arthritis with use 
f € e 8-143), progeste ie (144 
estroae ] 
Neurologic Conditions 
Headaches t Continuation Initiation Continuation Clarification: Classification depends on accurate diagnosis 
I 1 1 f severe headaches that are migrain 1d headache 
that € A r marked changes in 
neacacre iluated C issification for women 
th k for stroke. Risk for stroke 
( e ¢ te nm, and smoking 
Comment: Aur i specif cal ne gic symptom 
Fi nf id other d 
crite dead Classification Subcomr 
€ Head S ety. The inte 
tion of headache disorders. 2nd Ed. Cephalalgia. 200 
(Suppl 1 150. http://www.i-h-s.org/upload/ct_clas/ihc_ 
Concern exists that severe headaches might increase ie 
witt DMPA and implants. The effects of DMPA may a, 
pers ne time after disc« 
Epilepsy® 1 Clarification: g anticonvulsants, refer : 
to the section on drug inter Certain anticonvulsants 
wer POC effe er S 
Depressive Disorders 
Depressive disorders 1 Clarification: The ( I based on data for womer 
with se i depre jisorde No data on bipc | 
fe é ere ble. A potential 
exist | between certain antidepressant 
medicatior and 


tr 


aceptives 


Evidence: P( ise did r 


aepressive symp 


depression compared with baseline 
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TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 


Condition POP DMPA Implants Clarifications/Evidence/Comments 


Ny Reproductive Tract Infections and Disorders 
Vaginal bleeding patterns 
4. Irreqular pattern without heavy 2 2 y Comment: irregquiar menstrual bleeding patterns are com 


DieedINg mon among healthy women. POC use fre juently induces an 
egular bleed att | it use might induce egular 
bleeding € € juring the first 3-6 months, but 

these patte ; may persist naer 


Heavy or prolonged bleeding y 2 Clarification: Unusually heavy bleeding should raise the 


es reguiar and irregular suspicion of a serious underlying condition 


Unexplained vaginal bleeding Clarification: |f pregnancy o nderlying pathological 
suspicious for seriou ndition) condition (such as pelvic malignan ispected, it must 
be evaluated and the category adjusted after evaluation 
Comment: POCs might cause irregular bleeding patterns 
hich might mask symptoms of underlying patt Jy 
Before evaluation é ; 3 The effects of DMPA might persist for some time after 


discontinuation 
Endometriosis 


Benign ovarian tumors 1 1 1 


(including cysts) 


Severe dysmenorrhea 1 1 


Gestational trophoblastic disease 

a Decreasing or undetectable 1 

ve 

b. Pe tently elevated |\-hCG 1 
els or qnant disease 
Cervical ectropion 1 
Cervical intraepithelial neoplasia : Evidence: Among women with pe tent HPV infe yr 
long-term DMPA > VE int increase e risk fo 
arcinorn situ and ir VE ioma { ) 

‘s Cervical cancer (awaiting treatment 1 Comment: Theoretical concern exists that POC e might 
iffect prognosi f the ex na dise > ¢ Nt ; 1g 
treatmen n may POCs. In gener: rent of 
his lition render a woman sterile 

Breast disease 
Undiagnosed mass 2 Clarification: Evaluation should be pursued as early as 
possible 
: b. Benign breast disease 1 
Cc of cancer 1 
d 

é Current 4 Comment: Breast cancer is ah nally sensitive tumor 

tS Past and no evidence of 3 1d the progr ome th current or recent breast 

ei current disease for 5 years cancer might rsen with POC use 

He Endometrial hyperplasia 1 

“ Endometrial cancer’ 1 Comment: While awaiting treatment, women may use 

a POCs. In general, treatment of tt ndition renders a 

i Ovarian cancer$ 1 Comment: While awaiting treatment, women may us¢ 

4 POCs. In general, treatment of this condition can render a 

al 

es Uterine fibroids 1 Comment: POCs do not appear to cause growth of uterine 

fibroids 


patterns) 


TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 
Condition POP DMPA Implants Clarifications/Evidence/Comments 
Pelvic inflammatory disease (PID) 
f f t Comment: Wheth« ke COCs, reduce the risk f 
HI\ 
STis 
k T 1 1 Evidence: Evidence suggests a possible increased risk = 
for ct nud PA 
T } Ie 
s N dence 
HIV/AIDS 
High risk for HIV 1 1 1 Evidence: The t e of the evidence sugge 
rey { higher 
k te ) 
HIV infection Evidence: Most stud iggest No increased risk for HIV 6 
vira d 3 
HIV 
i } risk T 
te } € 
O (we | 
k HIV 
firec j mixed 
d 
{ { DNA or RNA shedding from the . 
AIDSS 1 1 Clarification: ) interactions might exist betwee a 
rmor i ARV refe the 
Other Infections 
Schistosomiasis 
Evidence: Among women with uncomplicated schistoso- ‘ 
nit tt use had n 
j 
Tuberculosis’ Clarification: |f a womar taking rifampicin, refer to the 
na R cin kely to de 
the effectivene f some POC +e 


+ - b iease Mi; y 28 01 
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TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 
Condition POP DMPA Implants 


Clarifications/Evidence/Comments 


Endocrine Conditions 


Diabetes 
History of gestational d Evidence: POCs had 1 iverse effects on serum lipid 
) 
nt 
iD pr Want Gial € 
PC 1 } t { ete 
N jisea 
l€ 2 Evidence: Among women with insulir noninsulin-de 
fe pendent diabete mited evidence on use of PC (POF 
D LN my int t tt } 
rke 
Ne € Comment: Concern exists about hypo-« 5 
neuropatt and reduced HDL levels, particularly among users of DMPA 
IPA 
Ot Comment: Is 
d f>z j HI 
D 
) ) 
Thyroid disorders 
Hypert j 
Hy j 
Gastrointestinal Conditions 
Inflammatory bowel disease (IBD) 2 Evidence: Risk for disease relapse } women w 
ulcerative colitis, Crohn disea BD ng or traceptive T t studies did not specify 
Comment: Absorption of POPs among women with IBD 
ed by 
rt } e general 
te PA 
MD 
Gallbladder disease 
T j ecystectomy 2 
Med ated 
A ti 
History of cholestasis 
Pregnan d 1 
b. Past COC-related 2 Comment: Theoretically, a history of COC-related cholesta 
might pred eq t i th POC use 


Viral hepatitis 


i. Acute or flare 


1 1 1 
b. Carrier 1 1 1 
c. Chronic 1 
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TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 
Condition POP Clarifications/Evidence/Comments 
Cirrhosis 
€ pe } 
Liver tumors 
B Evidence: Limited d t evidence sugge hormona 
al nodu contraceptive nfluence either 
eare f live Ss among w 
a able about f nona 
vepatocellular adenoma 
C as h development 
iq t ide etner otner nor 
mM ntrace ave similar effects is not known 
Anemias 
Thalassemia 
Sickle cell disease$ Evidence: Ar é th sickle ce POC use 
lid not have adverse effe parameters 
nd, i me respect tc inical 
lron deficiency anemia Comment: Char e men 
Solid Organ Transplantation 
Solid organ transplantaton’ 
Drug Interactions 
Antiretroviral (ARV) therapy Clarification: AR\ 3s have the potential to either ; 
erse t Jecre availability of steroid hormones 
NR xd data (Appendix M) sug 
ge i between many ARV drugs oe 
T j avir-boosted te 
j nn } ce € These iteractions 
fe 1 eff enes Doth the ft nonal 
i the ARV drug. TI { n n ARV 
tre le l¢ € nue t T lal mt 
cer € e of ecommenad- 
edt € n and ¢ Dé 
3 e red the effectiveness of the hormona 
cont ce € 
Anticonvulsant therapy 
t Clarification: Alt he 
wor ke j d 
POP s uncle 1 other 
jraged for women who are 
j e f these drugs. Use of DMPA is a ee 
Catea e ffectiveness is not decreased by 
t< 


Evidence: Use 


effectivene iP 


Evidence: No dr 


epilept 


ak 


ticonvulsants may decrease the 


299) 


nave been reported among 


amotrigine and using POCs (230) 


cenain 
OCs (227-2 
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i TABLE. (Continued) Classifications for progestin-only contraceptives,*t including progestin-only pills, DMPA, and implants 


Category 


Condition POP DMPA Implants Clarifications/Evidence/Comments 


Antimicrobial therapy 


}-spectrur ntipiotics 1 1 1 
b. Antifung ‘ ‘ 
‘ c. Antit t 1 1 1 
13 d. Rifampicin or rifabutin therapy 3 1 y Clarification: Although the interaction of rifampicin or rifab 
utin with POPs and ETG implants not harmful to women 
, tis likely to reduce the effectiveness of POPs and ETG 
implants. Use of other contraceptives should be encouraged 
+ for women who are long-term users of f these drugs 
Use of DMPA is a Category 1 because its effectiveness is 
not decreased by ¢ fampicin ¢ f n. Whether in 
; 1g the hormone dose of POPs alleviates this concern 
sexually transmitted infection; HIV iman immunodeficiency rogestin-only contraceptive; DMPA = depot medroxyprogesterone acetate 
3 Jensity:; NET-EN = norett ne BMI = body ma mbined oral contraceptive; HDL = high-density lipoprotein; POP = progestin 
yonadotropin; HPV = hun ymavirus: PID = pelvic inflammatory disease; AIDS = acquired immunodeficiency syndrome: IBD = inflammatory 
antiretre NG = levon NRT de reverse transcriptase inhibitor; NNRTI = non-nucle je reverse transcriptase inhibitor; ETG 
ig f risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms is recommended, either 
alone th another nethod. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transn 
Condition that exposes a an t reased risk a ult of ur i pregnan 
References 12. Cundy I, Cornish J, Evans MC, Roberts H, Reid IR. Recovery of bone 
: 1. Albertazzi P, Bottazzi M, Steel SA. Bone mineral density and depot density in women who stop using medroxyprogesterone acetate. BM] 
medroxyprogesterone acetate. Contraception 2006;73:5 §3 1994;308:247-8 
2. Bank | Bc neton A. Casabonne D. Overvic ot relationship 13. Cundy |) ¢ h J Roberts H, Eld H, Reid IR. Spinal bone densit 
between use of progestogen-only con tive nd bone mineral iI ome 1 depot medroxyprogesterone contraception. Obstet 
density. BJOG Br |] Obstet Gynaecol 2001;108:1214-—21 Gynecol 1998:92:569-—7 3 
Ee 3. Beksinska M, Smit J, Kleinschmidt I, Farley T, Mbatha F. Bone mineral 14. Cundy I, Cornish J], Roberts H, Reid IR. Menopausal bone loss in 
density in women aged 40—49 irs using depot-medroxvprogesterone¢ long-term users of depot medroxyprogesteron¢ cetate contraception 
% wcetate, norethisterone enanthate or combined oral contraceptives for Am | Obstet Gynecol 2002;186:978-—83 
contraception. ice puol 2005: ] i>, ind | \mes R Horne \ ct al \ ndomi ed controlled trial ol 
+. Beksi leinschmidt I, Smit JA, Farley 1M. Bone mineral estrogen replacement therapy in long-term isers of depot medroxypro 
densit ts using norethisterone enanthate, depot-medroxy % rol tate. | Clin Endocrinol Metab 2003:88:78-8 1 
progesterone acetate oF combined o1 il contraceptives for ontraception 16. Gbolade B, 1 S, Murb S, Kirkman R. Bone density in 
Contraception 2007;75:438—43 long term users of depot ogesterone acetate. Br J Obstet 
a 5. Berenson AB, Breitkopt CR, Grady J], Rickert VI, Thomas A. Effects Gynaecol 1998;105:790—4 
BS of hormonal contraception on bone mineral density utter 24 months of 17. Kaunitz AM, Miller PD, Rice VM, Ross D, McClung MR. Bons 
use. Obstet Gynecol! 2004:103:899—906 mineral density in women aged 25—35 vears receiving depot medroxy 
6. Busen NH, Britt RB, Rianon N. Bone mineral density in a cohort of progesterone acetate: recovery following discontinuation. Contraception 
idolescent women using depot medroxyprogesterone acetate for one to 2006;74:90-9 
two years. | Adolesc Health 2003;32:257-9 18. Kaunitz AM, Arias R, McClung M. Bonk nsity recovery after depot 
Clark MK. Sowers M. Levy B. Nichols S. Bone mineral density loss and medroxyprogesterone acetate injectable contraception use. Contraception 
i recovery during 48 months in first 1c users of depot medroxyproges 2008 6 6. 
terone acetate. Fertil Steril 2006:86: 1466-74 19, Lappe JM, Stegman MR, Recker RR. ‘The impact tyle factors on 
z 8. Cromer BA, Blair JM, Mahan JD, Zibners L, Naumovski Z. A pro stress fractu n female Army recruits. Ost Inc 2001;12:35-—42 
spective comparison of bone density in adolescent girls receiving depot 20. Lara-lorre E, Edwards CP. Perlman S, Hertwe« » Bone mineral density 
medroxyprogesterone acetate (Depo-Provera), levonorgestrel (Norplant n adolescent females using depot medroxyprogesterone acetate. | Pediatr 
or oral wceptives. Pediatr 1996:129:67 1-6 Adolesc Gynecol 2004;17:17-21 
a 9 Cromet Stager M, Bonny A, et al Depot medroxyprogesteronc | Lope z LM, Grimes DA, Schulz Kk, Curtis KM. Steroidal contracep 
‘ wcetate, oral contraceptives and bone mineral density in a cohort of tives: effect on bone fractures in women. Cochrane Database Syst Res 
idolescent girls. | Adolesc Health 2004;35:434—41 2006:CD006033 
10. Cromer BA, Lazebnik R, Rome E, et al. Double-blinded randomized 22. McGough P, Bigrigg A. Effect of depot medroxyprogesterone acetat 
- controlled trial of estrogen supplementation in adolescent girls who on bone density in a Scottish industrial city. Eur | Contracept Reprod 
2 receive depot medroxyprogesteronc acetate for contraception. Am J] Health Care 2007;12:253-9. 
; Obstet Gynecol 2005:192:42-7 23. Merki-Feld GS, Neth M, Keller PJ. A 2-year prospective study on the 
a 11. Cromer BA, Bonny AE, Stager M, et al. Bone mineral density in ctects of depot medroxyprogesterone acetate on bone mass-respons¢ 
: adolescent females using injectable or oral contraceptives: a 24-month to estrogen and calcium therapy in individual users. Contraception 
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A dix D 
Classifications for Emergency Contraceptive Pills 
Classifications for emergency contraceptive pills (ECPs) are ECPs do not protect against sexually transmitted infections 
tor both levonorgestrel and combined oral contraceptive pills. (STIs) or human immunodeficiency virus (HIV). 
BOX. Categories for Classifying Emergency Contraceptive Pills 
| = A condition for which there is no restriction for the use of the contraceptive method. 
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
} = A condition tor which the theoretical or proven risks usually outweigh the advantages of using the method. 
| = A condition that represents an unacceptable health risk if the contraceptive method is used. 
. . . . . 
TABLE. Classifications for emergency contraceptive pills, including levonorgestrel contraceptive pills and combined oral 
contraceptive pills*t 
Condition Category Clarifications/Evidence/Comments 
Personal Characteristics and Reproductive History 
Pregnancy Not applicable Clarification: Although this method is not indicated for a woman with a known or Ft 
suspected pregnancy, no harm to the woman, the course of her pregnancy, or the 
fetus if ECPs are inadvertently used is known to exist 
1 
Breastfeeding 
Past ectopic pregnancy 3 
History of bariatric surgery® ay 
Rest edure jecrease storage capacity of the stor 1 
j able 
Comment: Bariatric surgical procedures involving a malabsorptive component oF 
y i have the potential to decrease ora ntraceptive effectiveness, perhaps further ia 
40uUx 1 j decreased by postoperative me atior such as long-term diarrhea and/or 
vomiting. Because of these malabsorptive concerns, an emergency |UD might be 
more appropriate than ECPs 
Cardiovascular Disease 
History of severe cardiovascular complications$ herr : Comment: The duration of ECP use is less than that of regular use of COCs or 
t disease, cerebrov ar attack, or other thromboem« POPs and thus would be expected to have less clinical impact 
Angina pectoris 2 Comment: The duration of ECP use is less than that y 
POPs and thus would be expected to have less a 
Rheumatic Diseases 
Rheumatoid arthritis 
ppre 1 
1 
Neurologic Conditions 
Migraine 2 Comment: The duration of ECP use is less than that of regular use of COCs or 
POPs and thus would be expected to have less clinical impact 
Gastrointestinal Conditions 
inflammatory bowel disease (ulcerative colitis, Crohn disease) 1 
Severe liver disease (including jaundice) 2 Comment: The duration of ECP use is less than that of regular use of COCs or 3% 
POPs and thus would be expected to have less clinical impact GA 
Solid Organ Transplantation 
Solid organ transpiantation’ 


. 
$ 
, 
ria yralt vasculopathy 
j me ated 1 San 
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TABLE. (Continued) Classifications for emergency contraceptive pills, including levonorgestrel contraceptive pills and combined 
oral contraceptive pills*t 


Condition Category Clarifications/Evidence/Comments 


Other 


Repeated ECP use 1 Clarification: Recurrent ECP use is an indication that the woman requires further 
eling at + er ) antion af ise May 


sified as 2, 3, or 4 for CHC or POC use 


be harmful f women with c 


Rape 1 Comment: Use of ECPs in cases of rape has no restrictions 


sexual ismitted infe an immunodeficiency virus; ECP. emergency contraceptive pill; |UD = intrauterine device: COC = combined oral 
}€ CHC traceptive: POC = progestin-only ntraceptive 
k exists iding during pregnancy tt and consistent use of condoms is recommended, either 


yrect use of the male latex condom reduces the risk for STls and HIV transmission 


of unintended pregnancy 


* Abbreviations: ST 

contraceptive: POP 
: ECPs do not protect 
" Condition that exposes a woman to increased risk as a result 
= 
> 

ay 

4, 
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Appendix E 


Classifications for Intrauterine Devices 


Classifications for intrauterine devices (IUDs) are for the transmitted infections (STIs) or human immunodeficiency 
levonorzestrel-releasing (20 yg/24 hours) |UD and the copper virus (HIV). 


bearing [UD (Box). IUDs do not protect against sexually 


BOX. Categories for Classifying Intrauterine Devices 


\ condition for which there is no restriction for the use of the contraceptive method. 


? = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
} = A condition for which the theoretical or proven risks usually ourweigh the advantages of using the method. 
1 = A condition that represents an unacceptable health risk if the contraceptive method is used. 
TABLE. Classifications for intrauterine devices, including the LNG-IUD and the Cu-IUD*t 
Category 
Condition LNG-IUD Cu-IUD Clarifications/Evidence/Comments 
Personal Characteristics and Reproductive History 
Pregnancy + 4 Clarification: The |UD is not indicated during pregnancy and 
should not be used because of the risk for serious pelvic infection . 
1d Septic spontaneous abortion 
Age 
M a ; 2 Comment: Concern exists about both the risk for expulsion from 
nulliparity and for STIs from sexual behaviour in younger age 
groups 
4 1 
Parity 
N Evidence: Data conflict about whether IUD use is associated 
with infertilit YT } women, although well-conducted 
studies suggest no increased risk (1-9) : 
1 
Postpartum (breastieedir 
fter de f the 1 Evidence: immediate postpartum Cu-lUD insertion, particularly A 
when insertior curs immediately after delivery of the placenta, is - 
ifter delive f the ) . associated with lower exp on rates than is delayed postpartum = 
4 wks insertion up to 72 hours postpartum: no data exist that examine 
times >72 hours postpartum. In addition, postplacental placement 
at the time of Cesare an section Nas lower expuision rates than 
does postplacer yir sertions. Insertion complications of 
perforation and infe ncreased by Cu-lIUD placement 
at any time during the postpartum period (70-23). No evidence is 
available that compares different insertion times for the LNG-IUD 
1 1 
{ e 4 4 Comment: insertion of an |UD might substantially worsen the 
condition 
Postabortion 
t trimester 1 1 Clarification: |UDs can be inserted immediately after first trimes- 
ter ‘ 2 ter spontaneous or induced abortion 
Evidence: Risk for complications from immediate versus delayed 
insertion of an |UD after abortion did not differ. Expulsion was 
greater when an |UD wa erted after a second trimester abor- 
tion than when inserted after a first trimester abortion Safety or 
expulsion for postabortion insertion of an LNG-IUD did not differ 
from that of a UD (24 ) 
ed t } 4 Comment: insertion of an |UD might substantially worsen the 


condition 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 
Category 
5 Condition LNG-IUD Cu-IUD Clarifications/Evidence/Comments 
Past ectopic pregnancy 1 1 Comment: The absolute risk for ectopic pregnancy is extremely 
low because of the high effectiveness of |UDs. However. when a 
voman becomes pregnant during IUD use, the relative likelihood 
ectopic pregnancy increases greatly 


History of pelvic surgery (see Postpartum 1 1 


ncluding post-Cesarean section) 


Smoking 


i. AGE 1 1 
b. Age = 
a 15 Cigarettes/day 1 1 
ts >15 Cigarettes/day 1 1 


Obesity 
a. >30 ka/m? BMI! 1 1 
b. Menarche to <18 yrs and 230 kg/m? BMI 1 1 


; History of bariatric surgery’ 
a4 a. Restrictive procedures: decrease stor- 1 
age Capacity of the stomach (vertica 
banded gastror 
jjustable t 1, laparoscopic 
leeve ai tomy) 
3 b. Ma rptive procedures: decrease 1 
: absorption of nutrie ind calories 
by shortenir ength of 


the smail inte 


bypass, biliopancreatic diversion 


Cardiovascular Disease 


Multiple risk factors for arterial cardio- 2 1 
vascular disease (such as older age 
smoking, diabetes, and hypertension) 


Hypertension 


For all categories of hypertension, classifications are based on the assumption that no other risk factors for cardiovascular disease exist. When multiple risk factors do exist 
risk for cardiovascular d might increase substantially. A single reading of blood pressure level is not sufficient to clas sify a woman as hypertensive 
a. Adequately controlled hypertension 1 1 


b. Elevated blood pressure levels (properly 
taken measurements) 


159 mm Hg or diastolic 1 1 


Systolic >160 mm Hg or diastolic 2 1 Comment: Theoretical concern exists about the effect of LNG on 
>100 mm Hg lipids. Use of Cu-IUDs ha I tior 

c. Vascular disease 2 1 Comment: The 

pids. Use of Cr 


al concern exists about the effect of LNG on 
has no restrictions 


History of high blood pressure during 1 1 
hot pregnancy (where current blood pressure is 
measurable and normal 


Deep venous thrombosis (DVT) 
pulmonary embolism (PE) 
a. History of DVT/PE, not on anticoagulant 
therapy 
Higher risk for recurrent DVT/PE (>1 


nsk factors) 


¢ History of estrogen-associa 
DVT/PE 
¢ Pregnancy-associated DVT/PE 


Idiopathic DVT/PE 


¢ Known thrombophilia, including 


antiphospholipid syndrome 


¢ Active cancer (metastatic, on 
“ therapy, or within 6 mos after 
: clinical remission), excluding non- 
meianoma Skin Cancer 
‘ * History of recurrent DVT/PE 


ii. Lower risk for recurrent DVT/PE (no 2 1 


risk factors) 


i. Sy 4 
1 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 


Condition 


Category 


LNG-IUD Cu-IUD 


Clarifications/Evidence/Comments 


} ed 
re 
bor 
{ 
. 
x } 
e } PF 
T/PE 
169 


Known thrombogenic mutations: 


Superficial venous thrombosis 


Current and history of ischemic heart 
disease’ 


Stroke’ (| ry of cerebr 
Known hyperlipidemias 


Valvular heart disease 


ited 


Peripartum cardiomyopathy 


y k He 


é 2 Evidence: No direct exists on the use of POCs among 
vith to [ } k 
er € ¢ ed risk bst ally 
ess tnan tnat w 
Evidence: No dire V x the use of POCs among 
women with a te /T/PE sh fir n th ck f 
PC healthy 
‘ ore bstantially 
1€ nan v 
Evidence: Limited evide i at insertion of the LNG 
IUD does not ¢ jing risks in women on chronic 
anticoagulant t 
Comment: The LNG-iUD might be a useful treatment for menor 
rhagia in women on long-term chronic anticoagulation therapy 
> 
7 
4 
Clarification: Routine screening is not appropriate because of the 
rarity of the conditior ind the high cost of screening 


jatior Comment: 
lipids. Use ¢ 


Comment: Theoretic 

lipids. Use of Cu-IUD 
Clarification: Routine 

rarity of the condition and the 


Comment: According t 


istration of pr 


Evidence: No direct evider 


fron 
t ed 


Comment: |UD 


neaithy w 


high incide 


Comment: According to the Ar 


exists about the effect of LNG on 


ict iS 


n exists about the effect of LNG on 


restrictions 


not appropriate because of the 


igh cost of screening 


Ar 
re 
nm the cafet Ds ar 
exists the safety IUDs among 
athy. Limited indirect evidence 
NG demonstrate any case f 


rditis in women with cardiac disease 


t induce cardiac arrhythmias ir 


peripartum cardiomyopathy have a 


cA 52 
54 es May 28, 2010 
b. Acute DVT/PE ; 
DV} ju 
>1 
i 
n 
no 
e. Ma 
Minor rnery wit t inner aye 
urgery withou biliza 
te protein C antithrombir 
jeficiencie 
4 4 
superticial (hrombophniebitis 1 1 | a 
f Cu-lUDs has no 
3 1 
1 ay, 
1. Uncomplicamaal 1 1 Heart Association, admin- 
istration of prophylactic antibiotics solely to prevent endocarditis ey 
is not recommended for patients who undergo genitourinary tract ate 
procedures, including insertion or ren f IUDs (45) eee 
k ophylactic ar 
te acterial end rdit is not recommended for p ai 
procedures, including inse 
J ed card 
of cardiac arrhythmias 
4 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 


Category 


Condition LNG-IUD Cu-IUD Clarifications/Evidence/Comments 


Moderately or severely impaired cardiac 2 2 Evidence: There no direct evidence on the safety of IUDs 


function (New York Heart A ation AMONG W en with peripartun ardiomyopathy. Limited indirect 

F atic t evid 1 t tud lid not demor ate any 

Keo lilt € fe e end fit women th car 
hould be € es jiac d e wt 1 1UDs (47,48 


Rheumatic Diseases 


Systemic lupus erythematosus (SLE)$ 
rsons ncr 


2 with SLE at eased risk for ischemic heart stroke categories assigned to such conditions in the MEC should be the sar men 
) € ese J r yr ased on the assumption that no other risk factors for cardiovascular d e present 
hese f lified he k 
Man ne th SLE n be sidered good candidates f y t raceptive methods, including | nona! contracept > 40_6F 
nt t Cx 
Pos s) known) antiphospholipid 3 1 1 Evidence: Antiphospholipid antibodies are associated with a 
ntibodies higher risk for both arter and ver thror 67 


b. Severe thrombocytopenia 2 3 2 Clarification: Severe thrombocytopenia increases the risk for 


; bleeding. The category st 1 be assessed according to the 
€ € n t K 
t dieeding € ind certain 
etreatments might be war ed 
Evidence: The LNG-IUD might be ‘ treatment for menor 
rhagia in women with severe thrombocytopenia (43) 
uppressive treatment 2 
d. None of the above 2 1 1 
sf Rheumatoid arthritis nitiation Continuation Initiation Continuatior 
a. On immunosuppres > therap 2 1 , 
b. Not on immunosuppressive therapy 1 
Neurologic Conditions 
Headaches Initiation Continuation ) ked chanae head 
: aches should be eva ed 
es Non-migrainous (mild or severe) 1 1 
: b. Migraine 
Without aura Comment: Aura is a specific focal neurologic symptom. For more 
° Age 2 2 1 nformation about this and other diagnostic criter see. Headache 
Age 2 1 ( Sub t Head e 
ii. With aura, a age 2 3 1 Society. The international classification of headache disorders 
2 i. Cephala 1004 1):1 Av 
ntt N-S.org ad/ct nin if 


Epilepsy$ 1 1 


Depressive Disorders 


; Depressive disorders 1 fication is based on data f omen with 
elected depre No d t bip 
t n.D potentially 

betwe ertain antidepres jica and ho 

mon ntracer 

; Reproductive Tract Infections and Disorders 

3 Vaginal bleeding patterns Initiation Continuation 

é 1. Irregular pattern without heavy bleeding 1 1 1 

b y or prolonged bleeding (includes 1 2 2 Clarification: Unus y heavy bleeding should raise suspicion of 

; regular and irregular patterns) a serious underlying ¢ fitic 


reatment effects 


E Evidence: Evidence from studie 


yf the LNG-IUD among womer avy or prolonged bleeding 
reported no increase in adverse effects and found the LNG-IUD to 
be beneficial Menorrhaa 


Unexplained vaginal bleeding (suspicion Clarification: |f pregnancy or an underlying pathological condition 


or se ondition) Initiation Continuation Initiation Continuation (Such as pelvic malignancy suspected, it must be evaluated 
Before eval n 4 2 4 > and the category adjusted after evaluation. The IUD does not 


need to be removed before evaluation 


| 
; Comment: |UD insertion might induce cardiac arrhythmias in , 
; healthy women: women with peripartum cardiomyopathy have a 
high incidence of cardiac arrhythmias 
A 
ay 
to 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 


Condition 


Category 


LNG-IUD Cu-IUD 


Clari 


fications/Evidence/Comments 


Endometriosis 


Benign ovarian tumors (including cysts) 


Severe dysmenorrhea 


Gestational trophoblastic disease 


Cervical ectropion 


Cervical intraepithelial neoplasia 


Cervical cancer (awaiting treatment 


Breast disease 


Endometrial hyperplasia 


Endometrial cancer’ 


Ovarian cancer? 


Uterine fibroids 


Anatomical abnormalities 


| > 
2 
3 3 
4 
ntinuatic t Continuation 
4 5 
4 
1 
1 1 
{ 
1 
| 
1 
nitiation Continuation 
2 


Evidence: LNG 


creased dysmen 


Comment: Dysm 


IUD use has been 


Evidence: Limite: 


after uterine eva 
riSk fOr { 

other method 
Evidence: Limit 
after uterine eva 
risk f 


other methods 


Comment: 


enhance progress 


Comment: C 
and bleeding 


removed at tne 


Comment: Breast 


Concer 


LNG-IUD 


UD use among women with endometriosis de 


wrhea. Dain. an 


enorrhea might ir th Cu-IUD use. LNG 
ted m of dysmenorrhea 
d 
fe 
{ 
t NSE 
e 89-984) 
retical concern ex hat LNG-IUDs might 
f ce 1epithelial neoplasia 
ern ex about the increased risk for infection 
ertion. The |UD most likely will need to be 
e of tre ent, but until then, the woman is at 


a hormonally sensitive tumor 
ores 7 the disease might be less with 


th COC r higher-dose POCs 


Evidence: Among men with endometrial hyperplasia, n 

adverse health events oc red with LNG-IUD use; most women 

experienced d regres (85-93 

Comment: Concern exists about the increased risk for infection 
ration, and bleeding at insertion. The |UD most likely wil 


ved at the time of treatment, but until then, the 


Comment: Women wit! f >er who undergo fertility spar 
ng treatment and need may use an |UD 
Evidence: Among tt 

most experier e ts 

hemat rit. and fe ‘ 

0 3 thes jing ct ally signif t< 

e te € Rate t expuls 
fron € fr 0 14 96-100) 
Comment: Womer onged bleeding should be 
assigned the egory ft ndition 
Comment: Ar rmality that distorts the uterine cav- 
ity might preclude proper |UD placement 


56 
; 
1. Decreasing or undetectable |'-hCG 
eve 
nitiation 
sk for pregnancy 
1. Undiag ed ma 
J no evidence of ent s than wi 
fisease for 5 yrs 
need to be 
woman is at risk for pregnancy Bi 
2 
< 
ad 
bie wit! 
} ne terine avil r interfering 
= 
a 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 
Category 
Condition LNG-IUD Cu-IUD Clarifications/Evidence/Comments 
Pelvic inflammatory disease (PID) Initiation Continuation Initiation Continuation 3 
Past PID (assuming no known current Comment: |UDs do not protect against STI/HIV/PID. In women 
sk factors for ST it low risk for STIs, |UD insertion poss ttle risk for PID. Current 
kf T id e for future pregnancy are relevant 
ore) Jeration 
Witt equent prear "7 1 1 
ut Dsequer egnancy 
b. Current PID 4 2 4 y Clarification for continuation: Treat the P!D using appropri 
ate antibiotics. The |UD usually does not need to be removed if 
the wishe nue } ntinued use of an IUD 
tne nan T 1 choice and her current risk 
fact for ST 
Evidence: Among |UD users treated for PID, clinical course did 
not differ regardless of whether the |UD was removed or left in 
place (102-104) 
STis Initiation Continuation Initiation Continuation 
Cc citis or chlamydia 4 2 4 2 Clarification for continuation: Treat the ST! using appropr 
nfe ate antibiotics. The |UD usually does not need to be removed if é 
depends on the woman's informed choice and her current risk 
factors for STis and PID 
Evidence: No evidence exists about whether IUD insertion among 
women with STIs increases the risk for PID over that of women 
wit UD € An } j UD ir ed 
the at ite k t juent PID wa ) h 
TI at the time nser t ate in amor ven with f 
STI at the time of IUD t 1) 
b. Other STIs (excluding HIV and hepatit 2 2 ; 
a vis and bacteriz Jinosis) 
d. Increased risk for STIs 2/3 2 2/3 Clarification for initiation: |f a woman has a very high individua 
kelihood of exposure to gonorrhea or chlamydial infection, the 


Evidence: Using an algorithm t assify STI risk status among 


STis experienced !UD-related mplications compared with 5 if 
those not classified as high risk (7 


HIV/AIDS 


High risk for HIV Initiation Continuation Initiatior Continuation 
2 2 2 2 Evidence: Among women at risk for HIV, Cu-IUD use did not 


ease risk for HIV acquisition (112-17 


HIV infection’ 2 2 2 2 Evidence: Among |UD users, limited ev 


nit e 
a ffe fH 
( eu mong HI ed € 
1 HI\ fected en é 
SK far ex rine 4 )) 


AIDSS 3 2 3 2 Clarification for continuation: |UD users with AIDS should be 


closely monitored for pelvic infection 


Clinically well on ARV therapy 2 2 2 2 
Other Infections 


Schistosomiasis 
Uncomplicated 1 1 
b. Fibrosis of the liver? (if severe, see 1 1 


cirmnosis) 


Tuberculosis$ Initiation Continuation Initiation Continuation 
a. Nonpelvic 1 1 1 1 
b. Pelvic 4 3 4 3 Comment: Insertion of an |UD may substantially worsen the 


condition 


Malaria 1 


> 

idence shows no higher 

mplications in HIV 
not adversely 
nal contra 

e. |UD use 
increased 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD 


Condition 


Category 


LNG-IUD Cu-IUD Clarifications/Evidence/Comments 


Endocrine Conditions 


Diabetes 


H of aestationa! 


Thyroid disorders 


Hyperthyroid 
Hypothy j 


Gastrointestinal Conditions 


inflammatory bowel disease (IBD) 


Galibladder disease 


Ne j 
History of cholestasis 
Viral hepatitis 
Cirrhosis 
Liver tumors 


Anemias 


Thalassemia 
Sickle cell disease’ 
iron deficiency anemia 


Solid Organ Transplantation 
Solid organ transplantation’ 


Evidence: Limited evidence on the use of the LNG-IUD among 


1 women with insulin-dependent or noninsulin-dependent diabetes 
ave little effect on short-tern 
ong-term diabetes contr ea siyvcosylated hemoglobin levels) 
hemostatic marke J profile (131,132 
) 1 
1 


Evidence: Although two ¢ e reports described three women witt 
IBD who experienced exacerbation of 1 


5 days—25 months 
after LNG-IUD ern 134), no comparative studies have 


examined the safety of |UD use among women with IBD 


1 
Comment: Concern exists that history of COC-related cholestasis 
might predict subsequent cholestasis with LNG use. Whether risk 
exists with use of LNG-IUD e 


1 Comment: No evidence is available about hormonal contracep- 


tive use in women with hepatocellular adenoma. COC use in 
healthy womer as ated with development and growth of 
hepatocellular adenon whether other hormonal contraceptives 
have mi effe tk 


2 Comment: Concern exists about an increased risk for blood loss 
with Cu-lUDs 


2 Comment: Concern exists about an increased risk for blood loss 
with Cu-IlUD 


Comment: Concern exists about an increased risk for blood loss 
with Cu-lUDs 


n Continuation nitiation Continuation Evidence: No comparative studies have examined |UD use 


among transt t atient rts of transplant 


patients using |UDs provided incon 


ncluding ben- 


eficial effects and contraceptive failures (7° 138) 


58 
b. Nonvascular disease 
N iin-dependent é 
Nephropathy/retinopathy/ne pathy 
1. Ot jlar disease or diabetes of 
20 yrs duration > 
| 
| | 1 1 
T i by cholecystectomy Z 1 
y 1 
4 
ed 
itt 
b. Malignant? (hepatoma 3 1 
1 2 
CCCs 
ite oF 3 2 3 
y 
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TABLE. (Continued) Classifications for intrauterine devices,*t including the LNG-IUD and the Cu-IUD ; 
Category 
Condition LNG-IUD Cu-IUD Clarifications/Evidence/Comments 
Drug Interactions 
Antiretroviral (ARV) therapy Initiation Continuation Init Continuation Clarification: No known interaction exists between ARV therapy 
a. Nucleoside reverse transcriptase inhibi- 2/3 2 2/3 2 and |UD use. However, AIDS as a ndition is classified as 
t egory 3 for inse ind Category 2 for continuation unless 
i b. Nor erse transcriptase 2/3 2 2/3 2 the woman is Clinically well on ARV therapy, in which case, both ‘ 
nhit insertion and continuation are classified as Category 2 (see AIDS z 
; c. Ritonavir-boosted protease inhibitors 2/3 2 2/3 2 condition) 
Anticonvulsant therapy 
a. Certain anticonvulsants (phenytoin 1 1 Evidence: Limited evidence suggests use of certain anticonvul- 
4s pine, t rates, primidone sants does not interfere with the contraceptive effectiveness of the 
oxc LNG-IUD (739) 


1 1 Evidence: No drug interactions have been reported among epi- 
leptic women taking lamotrigine and using the LNG-IUD (740) 


Antimicrobial therapy 


Broad-spectrum antibiotics 1 1 
Jails 1 1 
c. Antiparasitics 1 1 
3 d. Rifampicin or rifabutin therapy 1 1 Evidence: One c found that rifabutin had no 
mpact on the effectiveness of the LNG-IUD (739) 


* Abbreviations: LNG-IUD = levonorgestrel-releasing intrauterine device; Cu-IUD = copper |UD; ST! = sexually transmitted infection; HIV = human immunodeficiency virus: BMI = 
< T ) Yectir r Cc 


body mass index; DV deep venous thromt PE = pulmonary embolism; POC = proges nly contraceptive; COC ombined oral contraceptive; SLE = systen pus 
* erythematosus: MEC = Medical Eligibility Criteria; hCG = human chorioni otropin; PID = pelvic inflammatory disease: AIDS = acquired immunodeficiency syndrome 


* ARV = antiretroviral: IBD = inflammatory bowel disease: NRT! = nucleoside reverse transcriptase inhibitor, NNRTI = non-nucleoside reverse transcriptase inhibitor 

\UDs do not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct and consistent use of condoms is recommended either 
alone or with another contraceptive method. Consistent and correct use of the male latex condom reduces the risk for STIs and HIV transmission 
Condition that exposes a woman to increased risk as a result of unintended pregnancy 
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Appendix F 


Classifications for Copper Intrauterine Devices for 
Emergency Contraception 


\ copper LUD (Cu-IUD) can be used within 5 days of The eligibility criteria for interval Cu-IUD insertion also 


unprotected intercourse as an emergency contraceptive. apply for the insertion of Cu-IUDs as emergency contracep 


However, when the time of ovulation can be estimated, the 


Cu-IUD can be inserted bevond 5 days after intercourse, if 


tion (Box). Cu-IUDs for emergency contraception do not 
protect against sexually transmitted infections (STIs) or human 


immunodeficiency virus (HIV). 


necessary, as long as the insertion does not occur >5 days after 


ovulation. 


BOX. Categories for Classifying Cu-IUDs as Emergency Contraception 


| = A condition for which there is no restriction for the use of the contraceptive method. 
2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
} = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method. 


1 = A condition that represents an unacceptable health risk if the contraceptive method is used. 


TABLE. Classifications for copper intrauterine devices for emergency contraception*t 


Condition Category Clarifications/Evidence/Comments 
Pregnancy 4 Clarification: |UD use is not indicated during pregnancy and should not be used because 
of the risk for serious pelvic infection and septic spontaneous abortion 
Rape 
1. High risk for STI 3 Comment: |UDs do not protect against STI/HIV or PID. Among women with chlamydial 
infection or gonorrhea, the potential increased risk for PID with IUD insertion should be 
avoided. The concern is less for other STIs 
k for STI 1 
Abbreviations: |UD = intrauterine device; Cu-IUD = copper IUD: STI = sexually transmitted infection; HIV = human immunodeficiency virus; PID = pelvic Es, 
[ r emergency contracey io not protect against STI/HIV. If risk exists for STI/HIV (including during pregnancy or postpartum), the correct 
tent use of condon recommr ended, either alone or with another contraceptive method. Consistent and correct use of the male latex condom 
k for STIs and HIV transr 5) 
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Appendix G 


Classifications for Barrier Methods : 


Classifications for barrier contraceptive methods include 
those for condoms, which include male latex condoms, male 
polyurethane condoms, and female condoms; spermicides; and 
diaphragm with spermicide or cervical cap (Box). Consistent 
and correct use of the male latex condom reduces the risk for 
STI/HIV transmission. 


BOX. Categories for Classifying Barrier Methods 


Women with conditions that make pregnancy an unaccept- * 
able risk should be advised that barrier methods for pregnancy 
prevention may not be appropriate for those who cannot use 
them consistently and correctly because of the relatively higher : 
typical-use failure rates of these methods. : 


1 = A condition for which there is no restriction for the use of t 


2 = A condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method. 


+ = A condition that represents an unacceptable health risk if the contraceptive method is used. 


he contraceptive method. 


TABLE. Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 
Diaphragm/ 
Condition Condom Spermicide cap Clarifications/Evidence/Comments 
Personal Characteristics and Reproductive History 
Pregnancy Not Not Not Ciarification: None of these methods are relevant for contraception during known 
pplicable applicable applicable pregnancy. However. for women who remain at risk for STI/HIV during pregnancy 
the correct and consistent use of condoms is recommended 
Age 
a. Menarche to <40 yrs 1 1 1 
b. >40 yrs 1 1 1 
Parity 
a. Nulliparous 1 1 1 
Parous 1 1 Clarification: Risk for cervical cap failure is higher in parous women than in 
nulliparous women 
Postpartum 
a. <6 wks postpartum 1 1 Not Clarification: Diaphragm and cap are unsuitable until uterine involution is 
applicable complete 
b. 26 wks postpartum 1 1 1 
Postabortion 
First trimester 1 { 1 
b. Second trimester 1 1 1 Clarification: Diaphragm and cap are unsuitable until 6 weeks after second 
trimester abortion 
c. Immediate postseptic abortion 1 1 1 
Past ectopic pregnancy 1 1 1 
History of pelvic surgery 1 1 1 
Smoking 
a. Age <35 yrs 1 1 1 
b. Age =35 yrs 
i. <15 Cigarettes/day 1 1 1 
ii. >15 Cigarettes/day 1 1 1 
Obesity Comment: Severe obesity might make diaphragm and cap placement difficult 
>30 kg/m* BMI 1 1 1 
b. Menarche to <18 yrs and =30 kg/m? BMI 1 1 1 
History of bariatric surgery’ 
a. Restrictive procedures: decrease storage 1 1 1 
»f the stomach (vertical banded gas- 
troplasty, laparoscopic adjustable gastric band 


laparoscopic sieeve gastrectomy) 
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TABLE. (Continued) Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 
Diaphragnm/ 
Condition Condom Spermicide cap Clarifications/Evidence/Comments 
Cardiovascular Disease 
Multiple risk factors for arterial cardiovascular 
disease na jer age king, diabete 
Hypertension 
1 


History of high blood pressure during 
pregnancy (where rrent t i pre re 


Deep venous thrombosis (DVT)/pulmonary 
embolism (PE) 


Known thrombogenic mutations’? (¢« 


Clarification: Rout 


nditions and the high « 


ne screening is not appropriate because of the rarity 


of 
of 


the 


Vascular disease 1 1 1 
kf ent [ T/PE risk 1 1 1 
VT 
e K nm thromt ding antint 
f recu t PE 
. k for re ent VT/PE (1 k 1 1 1 
4 4 4 
e k wn thrombont Jing antint x 
t 6n fte 
kf re ent DV PE risk 
tor first-degree relative 1 1 ey 
y y 
Wit yed 1 
Minor raery witt t immobilization 1 1 1 
vin mgery Ww 
Sal 
erde thromt tior tein S, protein of screening 
nd antithrombin deficiencies) 
¥ 
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TABLE. (Continued) Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 


Diaphragn/ 
Condition Condom  Spermicide cap Clarifications/Evidence/Comments 


Superficial venous thrombosis 


Superficial thrombophiebitis 1 4 1 
Current and history of ischemic heart disease’ 
1 
Stroke (history of cerebrovascular accident) 
Known hyperlipidemias 1 1 1 Clarification: Routine screening is not appropriate because of the rarity of the 
conditions and the high cost of screening 
Valvular heart disease 
Uncomplicated 1 1 
Db. ( ted on yperter k fo 1 1 < 
ubacute cte 
end 
Peripartum cardiomyopathy’ 
Normal or mildly impaired cardiac function 
New York Heart A ciation Functional Cla 
patie tr ot ad 
1) 
<6 mos 
1 1 
Mod severe ed card 
t Ne York Heart As 
Cla | patie t rked 
ete rest) ( 
Rheumatic Diseases 
Systemic lupus erythematosus® 
4. Positive (or unknown) antiphospholipid 1 1 
b € tr cytopen 1 1 1 
Im ’ ppressive tre< en 1 1 
1 WN . f tt above 1 1 1 
Rheumatoid arthritis 
On immunosuppressive therapy 1 1 1 
Not on immunosuppressive therapy 1 1 1 
Neurologic Conditions 
Headaches 
Non-migrainous (mild or severe) 1 1 1 
b. Migraine 
Without aura 
¢ Age <35 yrs 1 1 
e Age 235 yrs 1 1 1 
With aura, at any age 1 1 1 


Epilepsy® 1 1 1 
Depressive Disorders 

Depressive disorders 1 1 1 
Reproductive Tract Infections and Disorders 


Unexplained vaginal bleeding 


Dic iS for serious Condition) 


pelvic 


Before evaluation 1 1 1 Clarification: |f pregnancy or an underlying pathological condition (such as 
malignancy) is suspected, it must be evaluated and the category adjusted after 
evaluat 

Endometriosis 1 1 
Benign ovarian tumors (including cysts) 1 1 1 


Severe dysmenorrhea 1 1 1 


1 1 1 
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TABLE. (Continued) Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 
Diaphragm/ 
Condition Condom Spermicide cap Clarifications/Evidence/Comments 
Gestational trophoblastic disease 
G leve f 1 1 1 
isease 
Cervical ectropion 
Cervical intraepithelial neoplasia 1 1 1 Clarification: The cap should not be used. Diaphragm use has no restrict 
Cervical cancer (awaiting treatment Clarification: The cap should not be used. Diaphragm use has no restriction 
Comment: Repeated and high-dose use of nonoxynol-9 can cause vaginal and 
cervical irritation or abrasions 
Breast disease 
ima 
4 
Endometrial hyperplasia 
Endometrial cancer® 1 1 1 
Ovarian cancer® 
Uterine fibroids 
Anatomical abnormalities 1 1 Not Clarification: The diaphragm cannot be used in certain cases of prolapse. Cap 
applicable use is not appropriate for a woman with m arkedly distorte il anatomy 
Peivic inflammatory disease (PID) 
1 
STis 
HIV/AIDS 
High risk for HIV 4 


HIV infection 


AIDS® 


Other Infections 


Schistosomiasis 


Tuberculosis’ 


vas aS- 


Evidence: Repeated and high-dose use of the spermicide nonoxynol-9 was 


ated with increased risk for genital lesior which might increase the risk for 


H niectior 


Comment: Diaphragm use assigned Category 4 because of concerns about 


the spermicide. not the diaphr 


Comment: Use of spermicide / liaphragms (with spermicide) can disrupt 

the cervical mucosa, which may increase hedding and HIV transmission to 
unfected sex partners 

Comment: Use of spermicides and/or diaphragms (with spermicide) can disrupt 

the cervical mucosa, which may increase viral shedding and HIV transmission to 


ininfected sex partners 
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TABLE. (Continued) Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 


Diaphragm/ 


Condition Condom Spermicide cap Clarifications/Evidence/Comments 

Malaria 1 1 1 

History of toxic shock syndrome 1 1 ; Comment: Toxic shock syndrome has been reported in association with contra 
ceptive sponge and diaphragm use 

Urinary tract infection 1 1 y Comment: Use of diaphragms and spermicides might increase risk for urinary 


nfection 


Endocrine Conditions 


Diabetes 
History of gestational disease 1 1 
Nonvascular disease 
N fe 1 { 1 
1S jepend 1 1 1 
Nephropathy/retinopathy/neuropathy 1 1 { 
d. Other vascular disease or diabetes of >20 yrs 1 1 { 
duration 
Thyroid disorders 
Simr e joKter 1 
Hyperthyroid 1 1 1 
Hypothyroid 1 


Gastrointestinal Conditions 


Inflammatory bowel disease 1 1 { 


(ulcerative colitis, Crohn disease) 
Gallbladder disease 


a. Sympton 


Treated by cholecystectomy 1 1 1 
Medically treatec 1 1 1 
Cr ) 1 1 
b. Asymptomatic 1 1 
History of cholestasis 
a. Pregnancy-related 1 
b. Past COC-related 1 
Viral hepatitis 
a. Acute or flare 1 1 1 
b. Carrier 1 1 1 
c. Chronic 1 1 1 
Cirrhosis 
Mild (compensated) 1 1 1 
b. Severe® (decompensated) 1 1 
Liver tumors 
a. Benign 
Foce jlar hyperplasia 1 1 1 
atoceliular adenoma 1 1 1 
b. Malignant’ (hepatoma) 1 1 1 
Anemias 
Thalassemia 1 1 1 
Sickle cell disease$ 1 1 
lron deficiency anemia 1 1 1 
Solid Organ Transplantation 
Solid organ transplantation’ 
14. Complicated: graft failure (acute or chronic 1 1 1 


rejection, cardiac allograft vasculopathy 


b. Uncomplicated 1 1 1 


“4 
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TABLE. (Continued) Classifications for barrier methods,*t including condoms, spermicides, and diaphragms/caps 


Category 


Diaphragny/ 


Condition Condom Spermicide cap Clarifications/Evidence/Comments 
Drug Interactions 
Antiretroviral (ARV) therapy Clarification: No drug interact etwee therapy and t 
se is known. However, HIV infect i AIDS are classified as Category 3 fc 
spermicides and diaphragr ee HIV/AIDS condition above) 
4 je reverse 3 
NNAT 
ted tease 3 3 
Anticonvulsant therapy 
ate 
Antimicrobial therapy 
from antit 7 1 
R 
Allergy to latex 3 Clarification: The condition ergy to latex does not apply to plastic condoms. 
haphragms 
T x H ency virus: BMI, body mass index; DVT = deep ver mbosis: PE = pulmonary embolism 
ryd AIDS = acquired immunodef icy syndrome: COC = combined oral contracep- 
INR e inn 
H t and yn ent use of condoms is recomrr e0 ie 
x J tr - ind HIV transmission. Womer j t make 
pr t ate for those wh annot use the dg corr 
itended pregnancy 
References 
( ( Asse Ni ir 2. Wilkinson D, Ramijee G, {i M, Rutherford G. Nonoxynol-9 for 
d th ed preventing vaginal acquisition of HI\ tection by women from men 
} 1A: | ; Cochrane Database Syst Rev 2002:4:CD003939 
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Appendix H 


Classifications for Fertility Awareness-Based Methods 


Fertility awareness—based (FAB) methods of family planning 
involve identifying the fertile days of the menstrual cycle, 
whether by observing fertility signs such as cervical secretions 
and basal body temperature or by monitoring cycle days (Box). 
FAB methods can be used in combination with abstinence o1 
barrier methods during the fertile time. If barrier methods are 
used, refer to Appendix G. 

No medical conditions become worse because of use of FAB 
methods. In general, FAB methods can be used without con- 
cern for health effects to persons who choose them. However, 
a number of conditions make their use more complex. The 
existence of these conditions suggests that 1) use of these 
methods should be delayed until the condition is corrected or 
resolved or 2) persons using FAB methods will require special 
counseling, and a more highly trained provider is generally 
necessary to ensure correct use. 

Women with conditions that make pregnancy an unaccept 
able risk should be advised that FAB methods might not be 
appropriate for them because of the relatively higher typical-use 
failure rates of these methods. FAB methods do not protect 
against sexually transmitted infections (STIs) or human immu- 


nodeficiency virus (HIV). 


Box. Definitions for terms associated with fertility awareness— 
based methods 


¢ Symptoms-based methods: FAB methods based on 
observation of fertility signs (¢.g., cervical secretions, basal 
body temperature) such as the Cervical Mucus Method, 


the Symptothermal Method, and the TwoDay Method. 


Calendar-based methods: FAB methods based on cal 
endar calculations such as the Calendar Rhythm Method 
and the Standard Days Method. 

© Acccept (A): There is no medical reason to deny the pat 

ticular FAB method to a woman in this circumstance. 

¢ Caution (C): The method is normally provided in a 
routine setting but with extra preparation and precau 
tions. For FAB methods, this usually means that special 
counselling might be needed to ensure correct use of the 


method by a woman In this circumstance. 


Delay (D): Use of this method should be delayed until the 
condition is evaluated or corrected. Alternative temporary 


methods ol contraception should be otfered 


TABLE. Fertility awareness—based methods,*t including symptoms-based and calendar-based methods 


Category 


Symptom-based Calendar-based 


Condition method method 


Clarifications/Evidence/Comments 


Personal Characteristics and Reproductive History 


Pregnancy Not applicable 
Life stage 
Postmenarche C C 
Perimenopause C C 
Breastfeeding 
a. <6 wks postpartur D D 
b. >6 wks C D 
c. After menses begin C Cc 


Clarification: FAB methods are not relevant during preaqnancy 


Clarification: Menstrual irregularities are common in postmenarche and perimeno 


pause and might 


Comment: Use of FAB methods when breastfeeding might be less effective than 


when not breastfeeding 


Comment: Women who are primarily breastfeeding and are amenorrheic are 
unlikely to have sufficient ovarian function to produce detectable fertility signs and 
hormonal change j the first 6 months pos rtum. H ver, the likelihood of 
resumption of fertility increases with time postpartum and with substitution of breast 
milk with other foods 


Comment: When the woman notices fertility signs, particularly cervical secre 


tions. she can use a symptoms-based method Fir t postpartum menstrua cycles 
in breastfeeding women vary significantly in length. Return to regularity take 
several cycles. When she has had at least 3 postpartum mense ind her cycles are 
regular he e a calenda 2d method. When she has had at least 4 
postpartum menses and her most recent cycle lasted 2¢ 32 days, she can use the 


Standard Days Method. Before that time, a barrier method should be offered if the 


woman plans to use a FAB method later 


— 
ig 
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TABLE. (Continued) Fertility awareness—based methods,*t including symptoms-based and calendar-based methods 


Category 


Symptom-based Calendar-based 


method method Clarifications/Evidence/Comments 


Condition 


Postpartum (in nonbreastfeeding won 
wk D D Comment: Nonbreastfeed ¢ kely t ave sufficient ovarian fur 
tion to either require a FAB { fe ble fe ; mor 
changes before 4 weeks { tpartum. Altt yn tne kK tor pregnancy 
method appropriate for the postpartum pe 1 st 1 be ered 
. fs [ Comment: Nonbreastfeeding women are likely to have sufficient ovarian funct 
eases rapid h time e calendar-based method 
they e€ ete 1ses. Methods appropriate f 
the tpartum period should be offered bef t time 
Postabortion C D Comment: Postabortion women are likely to have sufficient ovarian function to 
produce detectable fertility signs and/or horn changes: likelihood increases 
rie at tio VV e Sé 1 me they 
had tat efore tt pregnancy 
t cycles of 2¢ indard Days Method). Methods 
appropriate for the postabort eriod should be offered before that time 


Reproductive Tract Infections and Disorders 


ndition makes FAB methods unreliable. Therefore 


irregular vaginal bleeding C D Comment: Presence of ti { 
barrier methods should be mended until the bleeding pattern is compat 
ble with proper method The condition should be evaluated and treated as 
necessary 

Vaginal discharge [ A Comment: Because vaginal « harge makes recognition of cervical secretions 
jifficult, the condition should be evaluated and treated if needed before providing 
methods based on cervica 


Other 


Use of drugs that affect cycle regularity Comment: Use of certain mood-altering drug ich as lithium, tricyclic antidepres- 


hormones, and/or fertility signs ants, and antianxiety therapi« nd certain antibiotics and anti-inflammator 
jrugs, might alter cycle regularity ffect fertility signs. The condition should be 
y eva ited } € t d offered until the degree of effect has been 
jetermined or the d } } 1g ed 


Diseases that elevate body temperature 


A Comment: Elevated temperature levels might make basal body temperature dif 
A ficult te nterpret but have n effect ery 7 ecret Thu of a method 
k ‘ temperature 1 be ed e acute febrile disease abate 
Te ire-based methods are men with chronically elevat 
ed € j terfere with cycle regularity 
making endar-based sthods d t 
AB +f te T Tl y trar nitted infection: HIV huma mmunodeficiency infection 
HIV. If risk exists f TVHIV (including during preqnancy or postpartum). the correct and consistent use of condoms 
jed 1. Cor tent and rect use of the male latex condor juces the k for STis and HIV transmission 


= 
—- 
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Appendix | 


Lactational Amenorrhea Method 


Ihe Bellagio Consensus provided the scientific basis for 
defining the conditions under which breastfeeding can be 
used safely and effectively for birth spacing purposes, and 
programmatic guidelines were developed for use of lacta 


2). [hese guideline S 


tional amenorrhea in family planning (/, 
include the following three criteria, all of which must be met 
to ensure adequate protection from an unplanned pregnancy: 
1) amenorrhea; 2) fully or nearly fully breastfeeding, and 3) 
<6 months postpartum. 

[he main indications for breastfeeding are to provide an ideal 
food for the infant and protect against disease. No medical 
conditions exist for which use of the lactational amenorrhea 
method for contraception is restricted. However, breastfeed 
ing might not be recommended for women or infants with 
certain conditions. 

Women with conditions that make pregnancy an unac 
ceptable risk should be advised that the lactational amenor- 
thea method might not be appropriate for them because of 
its relatively higher typical-use failure rates. The lactational 
amenorrhea method does not protect against sexually trans- 
mitted infections (STIs) and human immunodeh«c iency virus 
(HIV). If risk exists for STI/HIV (including during pregnancy 
or postpartum), the correct and consistent use of condoms 
is recommended, either alone or with another contraceptive 
method. Consistent and correct use of the male latex condom 


reduces the risk for STIs and HIV transmission. 


HIV Infection 


HIV can be transmitted from mother to infant through 


breastfeeding. Therefore, in the United States, where replace- 


ment feeding is affordable, feasible, acceptable, sustainable, 
and sate, breastteeding for women with HIV is not recom- 


mended (3,4). 


Other Medical Conditions 


Ihe American Academy of Pediatrics also recommends 
against breastfeeding for women with active untreated tuber- 
culosis disease, who are positive for human T-cell lymphotropic 
virus types | or II, or who have herpes simplex lesions on a 
breast (infant can feed from the other breast). In addition, 


infants with classic galactosemia should not breastfeed (4). 


Medication Used during Breastfeeding 


lo protect infant health, the American Academy of Pediatrics 
does not recommend breastfeeding for women receiv ing certain 
drugs, including diagnostic or therapeutic radioactive isotopes 
or exposure to radioactive materials, antimetabolites or chemo- 


therapeutic agents, and current use of drugs of abuse (4). 


References 
1. Kennedy KI, R 1 R, McNeilly AS. Consensus statement on the 
breastfeeding as a family planning method. Contraception 
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Labbol 1, Cor K, Coly S. Guideline reastteedit family pl 
Lactational Amen ea Method-LAM. Washington, Dt 
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il HIV Guidelines Wo Group. Public Health 
| dations fo antiretro d np t HI\ 
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Appendix J 


Coitus Interruptus (Withdrawal) 


Coitus interruptus (C1), also known as withdrawal, is a tra 
ditional family planning method in which the man completely 
removes his penis from the vagina, and away from the external 
genitalia of the female partner, before he ejaculates. Cl prevents 
spe rm from ent ring the womans Vagina, thereby preventing 
contact between spermatozoa and the ovum. 

[his method might b« appropriate for couples 

* who are highly motivated and able to use this method 
effectively; 
with religious or philosophical reasons for not using other 
me thods of cont icepuon; 
who need contraception immediately and have entered 
into a sexual act without alternative methods available: 
who need a temporary method whilc awaiting the start of 
inother method; or 


who Nave intercourse infrequently 


Some benefits of Cl are that the method, if used correctly, 
does not affect breastfeeding and is always available for primary 
use or use as a back-up method. In addition, Cl involves no 
economic cost or use of chemicals. Cl has no directly associated 
health risks. Cl does not protect against sexually transmitted 
infections (STIs) and human immunodeficiency virus (HIV). 
if risk exists for STI/HIV (including during pregnancy o1 
postpartum), the correct and consistent use of condoms is 
recommended, either alone or with another contraceptive 
method. Consistent and correct use of the male latex condom 
reduces the risk for STIs and HIV transmission. 

Cl is unforgiving of incorrect use, and its effectiveness 
depends on the willingness and ability of the couple to use 
withdrawal with every act of intercourse. Women with con- 
ditions that make pregnancy an unacceptable risk should be 


advised that CI might not be ippropriate for them because of 


its relatively higher typical-use failure rates. 


iy 28, 2010 F 
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Appendix K 


Female and Male Sterilization 


lubal sterilization for women and vasectomy for men are 
permanent, sate, and highly effective methods of contraception. 
In general, no medical conditions would absolutely restrict 
a person's eligibility for sterilization (with the exception of 
known allergy or hypersensitivity to any materials used to 
complete the sterilization method). However, certain condi- 
tions place a woman at high surgical risk; in these cases, careful 
consideration should be given to the risks and benefits of other 
acceptable alternatives, inc luding long acting, highly effective, 
reversible methods and vasectomy. Female and male steriliza 
tion do not protect against sexually transmitted infections 
(STIs) or human immunodeficiency virus (HIV). If risk exists 
for STI/HIV (including during pregnancy or postpartum), the 
correct and consistent use of condoms is recommended, either 
alone or with another contraceptive method. Consistent and 
correct use of the male latex condom reduces the risk for STIs 
and HIV transmission. 

Because these methods are intended to be irreversible, per 
sons who choose sterilization should be certain that they want 


to prevent pregnancy permanently. Most persons who choose 


sterilization remain satisfied with their decision. However, a 
small proportion of women regret this decision (1%—26% from 
different studies, with higher rates of regret reported by women 
who were younger at sterilization) (/,2). Regret among men 
about vasectomy has been reported to be approximately 5% 
(3), similar to the proportion of women who report regretting 
their husbands vasectomy (6%) (4). Therefore, all persons 
should be appropriately counseled about the permanency of 
sterilization and the availability of highly effective, reversible 


methods of contraception. 


References 

1. Peterson HB. Sterilization. Obstet Gynecol 2008:111-189—203 
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Appendix L 


Summary of Classifications for Hormonal Contraceptive Methods and 
intrauterine Devices 


Health-care providers can use the summary table as a quick classifications across these methods. See the full appendix for 
reference guide to the classifications for hormonal contracep each method for clarifications to the numeric categories, as well 
tive methods and intrauterine contraception and to compare as for summaries of the evidence and additional comments. 


BOX. Categories for Classifying Hormonal Contraceptives and IUDs 


\ condition for which there is no restriction for the use of the contraceptive method. 
\ condition for which the advantages of using the method generally outweigh the theoretical or proven risks. 
\ condition for which the theoretical or proven risks usually outweigh the advantages of using the method. 


} = A condition that represents an unacceptable health risk if the contraceptive method is used. 


TABLE. Summary of classifications for hormonal contraceptive methods and intrauterine devices” 


Condition COC/P/R POP DMPA Implants LNG-IUD Cu-iUD 


Personal Characteristics and Reproductive History 


Pregnancy Not applicable Not applicable Not applicable Not appli 4 
Age Menarche t Menarche t Menarche t Mer Menarche to 
1 1 1 8 2 20) 2 
18-4 >20 y 1 
Parity 
Breastfeeding 
1 
Postpartum 
1 
1 
Postpartum (breast! 
Jelive 
JENVE « 2 
VKS 
1 1 
4 
Postabortion 
1 1 2 2 
1 1 1? 4 4 
Past ectopic pregnancy 1 é 1 1 
History of pelvic surgery (see post 1 1 1 1 1 1 
t ing Cesarear ctior 
Smoking 
: 1 1 1 
j 1 1 1 1 
)} 1 1 1 1 


> 
om 
b+ 
4 
me 
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices” i 
Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD : 
Obesity 
2 yry BMI 1 1 1 1 1 
Me 18 yrs and 
History of bariatric surgery’ 
€ Jeg 
A jure OC 1 
(RR x Y 
Cardiovascular Disease 
Multiple risk factors for arterial v4 y 3 1 : 
cardiovascular disease (such a 
age, smoking, diabetes, and 
Hypertension 
1. Adequately controlled 1 1 1 
Elevated j e levels 
39 Ha 1 1 
or mm Hg 
1 Systolic >160 mm Hg « 4 
10 Hg 
c. Vascular disease 4 2 ) 4 
‘ History of high blood pressure dur- 2 1 1 1 1 
* ing pregnancy (where current blood 
Deep venous thrombosis (DVT)/ 
pulmonary embolism (PE) 
a. History of DVT/PE, not on 
f Highe irrent DVT 4 2 2 2 2 1 
PE (21 
e Histor € 
ated 
: thic DVT/PE 
thrombophilia 
ncluding antiphospholipid 
syndr yme 
f 3 2 2 2 2 1 


). Acute DVT/PE 4 2 
c. DVT/PE 


anticoag 


nd established on 
t therapy for at least 3 


mos 
Higher risk for recurrent DVT 4! 2 2 2 2 2 
PE (21 risk factors) 
¢ Known thrombophilia 


ncluding antiphospholipid 


syndrome 


cancer (metastatic, on 
or within 6 mos after 
al remission), excluding 


cer 


slanoma skin 


f recurrent DVT/PE 
i. Lower risk for recurrent DVT 3! 2 2 2 2 é 


a PE (no risk factors) 


Activ 
clin 


. 
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices* 


Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD 
yed ir 2 
M 1 1 1 1 


Known thrombogenic mutations 


{ 
Superficial venous thrombosis 
‘ 7 
7 
Current and history of ischemic nitiat Continuation Initiation Continuation n Continuation 
heart disease® 
2 3 2 1 
Stroke’ (history of cerebrovascular nitiation C n nitiation Cor t 
) 
Known hyperlipidemias 2/3 2 2 2 2 1 
Valvular heart disease 
1 1 1 
{ 1 1 
Peripartum cardiomyopathy® 
be 
1 1 > 2 
9 
Rheumatic Diseases 
Systemic lupus erythematosus® nitiat Continuation Initiation Continuation 
F e (or unknown) antipt 3 3 3 1 1 
2 2 3 2 
2 2 2 2 2 2 1 
2 2 2 2 1 1 
Rheumatoid arthritis nitiation Continuation Initiation Continuation 
, ne 2/3 1 2 1 2 1 
1 1 
Neurologic Conditions 
Headaches nitiation Continuation Initiation Continuation Initiation Continuation Initiation Continuation Initiation Continuation 
41 1 ‘ 
° : 2' 2 2 y 1 
° 2' 2 2 2 2 1! 
at a 3 31 2! 3 2 W 
Epilepsy® 1 1 
f on treatment, see Drug Interactions section below 


2 2 2 2 1! 
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices* : 


Condition COC/P/R POP Implants LNG-IUD Cu-IUD ci 
Depressive Disorders 
Depressive disorders 1 1 
Reproductive Tract Infections and Disorders 
Vaginal bleeding patterns Initiati ntinuation 
: 4. Irregular pattern without heavy 1 ? 2 1 1 1 i 
bleeding 
b. Heavy or prolonged bleeding 1 2 2 : 
{ j irreat r 
Unexplained vaginal bleeding (sus- Initiation Continuation Initiation Continuation fe 
picious for seriou yNdition) 
Before evaluation 4 4 
Endometriosis 1 2 
Benign ovarian tumors (including 1 1 1 E 
Severe dysmenorrhea 1 1 
Gestational trophoblastic disease 4 
Decreasing or undetectable B-hCG 1 1 1 
i b. Pe ently elevated B-hCG levels 1 1 1 4 
t disease 
Cervical ectropion 1 1 1 
e Cervical intraepithelial neoplasia 2 1 2 1 
Cervical cancer (awaiting treatment) Initiation Continuation Initiation Continuation 
1 4 
Breast disease 
Undiagnosed mass 2 2 
b. Benign breast disease 1 1 
c. Family history of cance 1 1 1 1 
i. Breast cE 
. Currer 4 4 4 1 
Past and no evidence of 3 1 
current disease for 5 yrs 
Endometrial hyperplasia 1 
Endometrial cancer$ tiat i tinua 
Ovarian cancer$ 1 1 1 
Uterine fibroids 1 1 1 ? 
Anatomical abnormalities 
f a. Distorted uterine cavity (a 4 
yenital or acquired uterir 
mality 1g the uterine cavity 
na manner that is incompatible 
with IUD insertion) 
e b. Other abnormalities (including 2 
cervical stenc cervical lacera- 
tions) g the uterine 
cavity o with |UD 
insert 
Pelvic inflammatory disease (PID) 
a. Past PID (assuming no current risk 
factors of STIs) Initiation Continuation Initiation Continuation 
With subsequent pregnancy 1 1 1 1 1 1 1 
C Without subsequent pregnancy 1 1 1 4 2 2 2 
a b. Current PID 1 1 1 4 2 4 2 
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices” 


Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD 
STis tiation Continuat 
1 
| 7 5 
HIV/AIDS 
tion Initiation Contin 
High risk tor HIV ! 1 1 1 é 2 2 2 
HIV infection’ 2 2 2 
2 
n ARV therapy f on treatment, see Drug Interactions section below 2 2 2 
Other Infections 
Schistosomiasis 
Tuberculosis$ tinuation Initiation Continuation 
ef } rac section be 
Malaria 1 1 1 1 1 
Endocrine Conditions 
Diabetes 
1 1 
2 1 
2 1 
Thyroid disorders 
er 1 1 1 
j 1 1 1 : 
1 1 1 ‘ 
Gastrointestinal Conditions 
inflammatory bowel disease (IBD) 3 2 2 1 1 ; 
Galibladder disease 
History of cholestasis ay 
ed 7 7 1 1 
1 
Viral hepatitis 
1 1 
Cirrhosis 
M } 1 1 1 
j 3 1 
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TABLE. (Continued) Summary of classifications for hormonal contraceptive methods and intrauterine devices’ 


Condition COC/P/R POP DMPA Implants LNG-IUD Cu-IUD 


Liver tumors 
Beniar 


Anemias 

Thalassemia 1 1 1 1 1 
Sickle celi disease‘ 2 1 1 1 

lron-deficiency anemia 1 1 1 

Solid Organ Transplantation 


Solid organ transplantation® 


ntinuation Initiation Continuation 


ne rejectior ardiac allograft 
Uncomplicated 
Drug Interactions 
Antiretroviral therapy (see append 
a. Nu et 
inhibitors (NRT 


e je reverse transcrir 


Non-nucieoside revers 


ptase inhibitors (NNRTIs 


Antimicrobial therapy 


1. Broad-spectrum antibiotics 


Reference 
1. the Criteria Committee of the New York Heart Association. Nomenclature 


ind criteria for 


mosis of diseases of the heart and great vessels. Yth ed 


ittle, Brown & Co.; 1994 


: 
‘ Focal nodular hyperplasia y 2 2 2 y 1 | 
Hepatocellu adenoma 4 3 1 
b. Malignant? (hepatoma) 4 3 3 3 3 1 vy 
> 
nitiation Continuation Initiation Continuation : 
SCrip ) 
c. Ritonavir-boosted protease 3 3 1 2 3 /3 2 
nhibitor 
Anticonvulsant therapy 
3 a. Certain ant nvu anis (pne- 3 1 So 4 { 
nytoin, carbamazepine, barb 
turates. primidone. topiramate 
xcarDazepine) 
’ b. Lamotrigine 3 1 1 1 1 1 
CC—C“(tsSCSC“‘(‘SCOiS 1 1 1 1 1 1 
: b. Antifungals 1 1 1 1 1 ] 
Antiparasitics 1 1 1 1 1 { 
¥ d. Rifampicin or rifabutin therapy 3 3 1 2 1 1 
. * Abbreviations: COC = combined oral contraceptive; P = combined hormonal contraceptive patch; R ombined hormonal vaginal ring; POP = progestin-only pill; DMPA = depot 
* medroxyprogesterone acetate: |UD = intrauterine device: LNG-IUL evonorgestrel-releasing |UD; Cu-IUD = copper |UD: BMI = body mass index: DVT = deep venous thrombo 
sis: PE pulrr ry ern sm: hCG numan cnorior yonadotropin: PID pelv nflammatory disease: ST exually trar nitted infection: HIV human immunodeficiency 
‘ virus: AIDS acauired immunodeficiency syndrome: NRTI nucle je reverse transcriptase inhibitor: NNRT non-nucleoside reverse transcriptase 
4 t Consult the appendix for this contraceptive mett i for a clarification to this classification 
hi Condition that exposes a woman to increased risk as a result of unintended pregnancy. 
Boston, MA: 
& 
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Append 


ix M 


Summary of Evidence Regarding Potential Drug Interactions between 
Hormonal Contraception and Antiretroviral Therapies 


Limited data from small, mostly unpublished studies sug 
gest that some antiretroviral (ARV) therapies might alter the 
ph iurmacokinetics of combined oral contraceptives (COCs). 
Few studies have measured clinical outcomes. However, con- 
traceptive steroid levels in the blood decrease substantially with 

| 
ritonavir-boosted protease inhibitors. Such decreases have the 
potential to compromise contraceptive effectiveness. Some of 
the interactions between contraceptives and ARVs also have 
led to increased AR\ 


with non-nucleoside reverse transcriptase inhibitors, clinical 


toxicity. For smaller effects that occur 


signihcance is unknown, especially because studies have not 
examined steady-state levels of contraceptive hormones. No 
clinically significant interactions have been reported between 
contraceptive hormones and nucleoside reverse transcriptase 


inhibitors. 


TABLE 1. Drug interactions between COCs and ARV drugs’ 


lables 1 and 2 summarize the evidence available about drug 
interactions between ARV therapies and hormonal contra- 
ceptives. For up-to-date, detailed information about human 
immunodeficiency virus (HIV) drug interactions, the following 
resources might be helpful: 

© Guidelines for the Use of Antiretroviral Agents in HIV 
l-Infected Adults and Adolescents from the DHHS 
Panel on Antiretroviral Guidelines for Adults and 

\dolescents. Available at http://aidsinfo.nih.gov/content- 

files/AdultandAdolescentGL.pdf. 
¢ HIV Drug Interactions website, University of Liverpool, 


UK. Available at www.hiv-druginteractions.org. 


ARV Contraceptive effectst 


ARV effectst 


Nucleoside reverse transcriptase inhibitors (NRTIs) 
T EE NGM (7) 
No data 


lisaproxil fumarate 


Nor-nucleoside reverse transcriptase inhibitors (NNRTIs) 


Tenofovir «> (7) 
Zidovudine « 


No change in viral load or CD4+ (2) 


5 
>» (2) 


Efavirenz EE * (3), EE «+ (4), NGM | (4), LNG | (4) Efavirenz «+ (3,4) 
Pregnancy rate 2.6/100 woma ars in 1 
study in which up to 80 ised nonal 
contraceptives (35% used COC) (5) 
Etravirine EE «+, NET «> (6) Etravirine * (6) 
Concurrent administration, generally safe and well tolerated 
(6) 
Ne apine EE «+, NET «+ (7) Nevirapine «+ (7) 
Protease inhibitors and ritonavir-boosted protease inhibitors 
Atazanavir/ritonavir EE *, NET 7 (8) No data 
Darunavir/ritonavir EE |, NET «+ (9) Darunavir «> (9) 
F nprenavir/ritonavir EE | (10,17), NET | (77) Amprenavir «>, ritonavir *, Elevated liver transaminases (10) 
EE «+, NET «+ (72) No data 
avir/ritonavir EE |, NET «+ (73) No data 
Ne EE |, NET «+» (74) No data 
i f No data Saquinavir «+ (175,16) 
wvir/ritonavir EE! (17) * Skin and musculoskeletal adverse events; possible drug 
hypersensitivity reaction (77) 
At tions: COC ombined oral contraceptive; ARV = antiretroviral; EE = ethinyl estradiol; NGM = norgestimate; NNRTI = non-nucleoside reverse 
f tase mbit NG onorgestrel: NET norethindrone 
ye or change rease >30 decrease >30 
quinavir and indinavir are 


ymmonly given boosted by ritonavir, but there are no data on contraceptive interactions with the boosted regimens 


4 
A 
hal 
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TABLE 2. Drug interactions between DMPA and ARV drugs* 
ARV Contraceptive effectst ARV effectst 
Nucleoside reverse transcriptase inhibitors (NRTIs) 
Zidovudine No data Zidovudine «+ (2) , 
No change in viral load ? 
. Non-nucleoside reverse transcriptase inhibitors (NNRTIs) 
Efavirenz MPA «+ (178,79) Efavirenz (18) 
¥ No ovulations during 3 cycles(18, 19) No change in viral load or CD4+, no grade 3- or 4-related adverse 
events® (20) 
Pregnancy rate 2.6/100 woman-years in 1 study where 
ere up to 80% used hormonal contraceptives (65% used 
POls) (5) 
Nevirapine MPA «+ (18) Nevirapine * (78) 
No ovulations during 3 cycles(78) No change in viral load or CD4+, no grade 3- or 4-related adverse 
events? (20) 
Protease inhibitors and ritonavir-boosted protease inhibitors 
Nelfinavir MPA «+ (78) Nelfinavir (78) 
No change in viral load or CD4+, no grade 3- or 4-related adverse 
events® (20) 
* Abbreviations: DMPA = depot medroxyprogesterone acetate: ARV = antiretroviral: NRTI = nucleoside reverse transcriptase inhibitor: NNRTI = non-nucleoside 
reverse transcriptase; MPA = medroxyprogesterone acetate; POI = progestin-only injectables 
as no change or change <30 *, increase > 30 
i The trial applied the standardized National Institutes of Health Division of AIDS Table for Grading Severity of Adult and Pediatric Adverse Events, 2004 ; 
(http://rec.tech-res.com/Document/safetyandpharmacovigilance/DAIDS AE GradingTable Clarification August2009 _Final.pdf). Grade 3 events are clas- 
sified as severe. Severe events are defined as symptoms that limit activity or might require some assistance: require medical intervention or therapy; and é 
might require hospitalization. Grade 4 events are classified as life threatening. Life-threatening events include symptoms that result in extreme limitation 
of activity and require substantial assistance: require substantial medical intervention and therapy; and probably require hospitalization or hospice 
References 8 E, Eley T et al. Effect of atazanavir/ritonavir on the 
1. Kearney BP. Isaacson E, Sayre J, ¢ heng AK. Tenofovir DF and oral of ethinyl estradiol and 17-deact l-norgestimate in 
contraceptives: lack ot a pharmacokinetic drug interaction {Abstract subjects [Abstract A-1415]. In: Program and abstracts 
\-1618]. In: Program and abstracts of the 43rd Interscience Conference on erscience Conterence on Antimicrobial \gents and 
\ntimicrobial Agents and Chemotherapy, Chic wo, IL, September 14-1 py, Chicago, IL, September 17-20, 200 Washington, 
2003. Washington, DC: American Society for Microbiology; 2003 DC: American Society for Microbiology; 2009 
St 2. Aweeka FT, Rosenkranz SL, Segal Y, et al. The impact of sex and con 9. Sekar V, Lefebvre E S-GSeal. Pharacokinetic interaction between 
traceptive therapy on the plasma and intracellular pharmacokinetics of nk ind ethinyl estradiol, norethindrone, and TMC114, a new 
zidovudine. AIDS 2006;20:1833-41 protease inhibitor [Abstract A-368}. In: Program and abstracts of the 46th 
: 3. Joshi AS, Fiske WD, Benedek IH, et al. Lack of a pharmacokinetic Interscience Conference on AntimicroLial Agents and Chemotherapy, 
< interaction between efavirenz (DMP 266) and ethinyl estradiol in healthy San Francisco, CA, September 27—30, 2006 Washington, DC: American 
female volunteers [Abstract 348]. Sth Conference on Retroviruses and Society tor Microbiology; 2009 
Opportunistic Infections, Chicago, IL, February 1—5, 1998 10. Glaxo Smith Kline. Prescription medicines. Lexiva fosamprenavir : 
4. Sevinsky H, Elev I. He B, et al ect of efavirenz on the pharacokinetics calcium). Glaxo Smith Kline 2009. Available from hetp://us.gsk.com 
of ethinyl estradiol and norgestimate in healthy female subjects {Abstract products/assets/us_lexiva.pdf. Accessed March 15, 2010 
\958]. In: Program and abstracts of the 48th Interscience Conference on 11. Glaxo Smith Kline. Study APV10020. A phase | open label, two period 
Antimicrobial Agents and Chemotherapy, Washington, DC, October igle-sequence, drug-drug interaction study comparing steady-stat 
25-28, 2008. Washington, DC: American Society for Microbiology; plasma ethinyl est diol and norethisteronc pharmacokinetics following 
2008. administration of brevinor for 21 days with and without tosamprenavil : 
. 5. Danel C, Moh R, Anzian A, et al. Tolerance and acceptability of an 00 mg twice daily (BID) and ritonavir 100 mg (BID) for 21 days in 
{ ctavirenz-based re: vn in 740 adults predominantly women) in West healthy adult female subjects. Glaxo Smith Kline 2009. Available from 
3 frica. |] Acquir Immune Defic Syndr 2006;42:29—35. http://www.gsk-clinicalstudyregister.com/files/pdf/23138 pdf. Accessed 
6. Scholler-Gyure M, Debroye C, Aharchi F, et al. No clinically relevant March 15, 2010 
effect of TMC125 on the pharmacokinetics of oral contraceptives. 8th 12. Merck & Company. Indinavit patient prescribing information. Merck 
International ¢ ongress on Drug Therapy in HIV Infection, Glasgow & Company 2009. Availabl trom http www.merck.com product/usa 
; UK, November 12—16, 2006.. pi_circulars/c/crixivan/crixivan_pi pdt. Accessed March 15, 2010 4 
. Mildvan D, Yarrish R, Marshak A, et al. Pharmacokinetic interaction 13. Abbott Laboratories. Lopinavir and ritonavir prescribing information, 
. between nevirapine and ethinyl estradiol/norethindrone when admin 2009. Abbott Laboratories 2009. Available from hetp://www.rxabbott. 
istered concurrently to HIV-infected women. | \cquir Immune Defic com/pdt/kaletratabpi.pdf. Accessed March 15, 2010 
Syndr 2002:29:47 1-7. 14. Agouron Pharmaccuticals Viracept (Nelfinavir mesylate prescribing , 
information, 2008. Agouron Pharmaceuticals 2009. Available from 
hetp://us.gsk.com/products/assets/us viracept.pdf. Accessed March 15, 
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BID) daily re ‘ XII International AIDS Conference. 2000 19. Nanda K, Amaral E, Hays M, et al. Pharmacokinetic interactions between 
Durb South Afi 2009 depot medroxyprogesterone acetate and combination antiretroviral 

M, Burl }.M Ka 1M Oral contraceptios therapy. Fertil Steril 2008;90:96 

t alte ' do ’ r pharmacokinetics vomen. Br ] 20. Watts DH, Park JG, Cohn SE, et al. Safety and tolerability of pot 
Ph ol 2004 44-52 medroxyprogesterone acetate among HIV-infected women on antiret 
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Abbreviations and Acronyms 

\ accept 

AIDS acquired immunodeficiency syndrome 

ARV antiretroviral 

BMD bone mineral density 

BMI body mass index 

caution 

CDC Centers for Disease Control and Prevention 

CHC combined hormonal contraceptive 

in coitus interruptus 

COC combined oral contraceptive 

Cu-IUD copper intrauterine device 

D delayed 

DMPA depot medroxy progesterone acetate 

DVI deep venous thrombosis 

ECP emergency contraceptive pills 

EE ethinyl estradiol 

E-IUD emergency intrauterine device 

ETG etonogestrel 

FAB fertility awareness—based methods 

hCG human chorionic gonadotropin 

HDI high-density lipoprotein 

HI\ human immunodeficiency virus 

HPV human papillomavirus 

IBD inflammatory bowel disease 

IUS intrauterine system 

IUD intrauterine device 

LNG levonorgestrel 

LNG-IUD levonorgestrel-releasing intrauterine device 

MEC Medical Eligibility Criteria 

NET-EN norethisterone enantate 

NGM norgestimate 

NNRTI non-nucleoside reverse transcriptase inhibitor 

NRTI nucleoside reverse transcriptase inhibitor 

P combined hormonal contraceptive patch 

PE pulmonary embolism 

PID pelvic inflammatory disease 

POC progestin-only contraceptive 

POI progestin-only injectable 

POP progestin-only pill 

R combined hormonal vaginal ring 

SLE systemic lupus erythematosus 

STI sexually transmitted infection 

VTI venous thromboembolism 

WHO World Health Organization 


iv 
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